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DRUG ENFORCEMENT ADMINISTRATION’S 
REGULATION OF MEDICINE 


THURSDAY, JULY 12, 2007 

House of Representatives, 

Subcommittee on Crime, Terrorism, 

AND Homeland Security 
Committee on the Judiciary, 

Washington, DC. 

The Subcommittee met, pursuant to call, at 10:08 a.m., in Room 
2237, Rayburn House Office Building, the Honorable Robert C. 
“Bobby” Scott (Chairman of the Subcommittee) presiding. 

Present: Representatives Scott, Nadler, Forbes, Gohmert, and 
Coble. 

Staff present: Bobby Vassar, Subcommittee Chief Counsel; Ra- 
chel King, Majority Counsel; Veronica Eligan, Professional Staff 
Member; Michael Volkov, Minority Counsel; Caroline Lynch, Mi- 
nority Counsel; and Kelsey Whitlock, Minority Staff Assistant. 

Mr. Scott. The Subcommittee will now come to order, and I am 
pleased to welcome you today to the hearing before the Sub- 
committee on Crime, Terrorism, and Homeland Security on the 
Drug Enforcement Administration’s regulation of medicine. 

The Subcommittee has received numerous complaints about the 
Drug Enforcement Administration’s regulatory hearings and at this 
hearing we will focus on three areas: OxyContin action plan. Oper- 
ation Meth Merchant and prosecuting medical marijuana patients. 

When it was first introduced, OxyContin abuse became rampant 
in such areas as Appalachia and rural New England. DEA re- 
sponded by adopting the OxyContin action plan, which involved 
prosecuting medical doctors who prescribed high doses of pain- 
killers. 

The DEA claims that this policy was not intended to impact the 
availability of legitimate drugs necessary to treat patients, how- 
ever, the evidence suggests that the DEA’s decision to prosecute 
doctors has created a chilling effect within the medical community, 
so that some doctors are unwilling to prescribe pain medication in 
sufficiently high doses to treat their patients. The result is that 
many Americans live with chronic untreated pain. 

The second issue is the DEA’s Operation Meth Merchant, a cam- 
paign whose goal is to foreclose the sale of ephedrine in conven- 
ience stores and other small businesses, which the DEA refers to 
as ^ay markets. The DEA bases its policy on the belief that these 
businesses are the sources of material that is used to manufacture 
methamphetamines. 


( 1 ) 
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However, there is evidence that DEA’s policy is based on faulty 
science and that the DEA may be engaging in racial targeting. For 
example, in 2003, the DEA charged 49 store clerks and owners 
with selling materials used to make methamphetamines. Surpris- 
ingly, 44 of the 49 defendants were Indian immigrants who spoke 
broken English. 

The immigrants claimed no knowledge of the illicit drugs, includ- 
ing the methamphetamines. 

Now, finally, the third issue is the DEA’s policy of prosecuting 
medical marijuana users based on the scientific conclusion that 
marijuana has no known medical benefit. The Federal Government 
has a monopoly on growing marijuana for research purposes and 
this practice has discouraged research into the efficacy of medical 
marijuana, so that little progress has been made toward deter- 
mining if medical marijuana could meet the FDA’s approval stand- 
ards. 

Recently, a DEA administrative law judge ruled that it was in 
the public interest for researchers to be permitted to grow mari- 
juana, and she recommended that the DEA grant a permit to a 
University of Massachusetts professor. The DEA has yet to decide 
whether it will follow the advice of the judge, which could open the 
area for beneficial medical research. 

Lastly, the FDA has continued to federally prosecute people who 
use medical marijuana legally in their States, according to State 
law. A well-known case is that of Valerie Corral, who will be testi- 
fying before us today. 

She and other patients at her hospice were arrested by armed 
DEA agents. Even if the law technically gives DEA the authority 
to investigate medical marijuana users, it is worth questioning 
whether targeting gravely ill people is the best use of Federal re- 
sources. 

There has been little or no oversight in the DEA during the last 
12 years. In 1999, the GAO issued a report that was highly critical 
of the DEA. The report said that the agency had no measurable 
proof that it had reduced illegal drug supply in the country. 

The DEA’s use of heavy-handed tactics and its decisions to inves- 
tigate and prosecute people for illegal but minor conduct is perhaps 
a response to that report. 

Regardless, it is important that the agency have the opportunity 
to explain its decision-making process and we hope that this hear- 
ing will be the beginning of that dialogue. 

And, with that said, it is my pleasure to recognize my colleague 
from Virginia, the Ranking Member of the Subcommittee, the Hon- 
orable J. Randy Forbes, who represents Virginia’s fourth congres- 
sional district. 

Mr. Forbes. Thank you, Mr. Chairman, and I appreciate your 
holding this oversight hearing on the Drug Enforcement Adminis- 
tration. Today’s hearing will focus on implementation and enforce- 
ment of the combat methamphetamine act, which was passed as 
part of the PATRIOT Act Reauthorization and Improvement Act; 
medicinal marijuana; and pain-relief medication. 

I understand that additional oversight hearings will be held so 
that we can focus on important issues, such as enforcement of the 
narcoterrorism and criminal prohibition, which was passed as part 
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of the PATRIOT Act reauthorization; illegal drug-trafficking activi- 
ties along the Southwest border; and DEA enforcement against 
major drug-trafficking organizations and violent international and 
domestic gangs. 

The combat meth act was a bipartisan measure to stem the 
growth and spread of meth across our country. From all accounts, 
the act has been successful in reducing the number of home-grown 
methamphetamine labs in our country. 

However, as we have reduced domestic production of meth, Mexi- 
can super-labs have increased and illegal smuggling of meth has 
grown. This highlights two important points. Border security is 
needed, not only to reduce illegal immigration, but to protect our 
country from illegal drug traffickers who systematically smuggle 
large quantities of meth in our country. And new tools and re- 
sources are needed to improve enforcement against Mexican super- 
labs. 

That is not the focus of today’s hearings. While domestic enforce- 
ment against the precursor industries is important, I still think we 
need to address border security and drug-enforcement priorities. 

On the two other topics of medicinal marijuana and pain-relief 
treatment, again, they are important topics, but they pale in com- 
parison to 

Mr. Scott. The gentleman yields back his time, and I would re- 
spond by saying that I think just all of the hearings that you have 
suggested are on the agenda to be planned. One, you mentioned 
gangs. We will be having a Juvenile Justice and Delinquency Pre- 
vention Act oversight hearing with the Education and Labor Sub- 
committee this afternoon. 

Having two Committees on the same day is what we are having 
to do to try to get in all the issues. 

[Audio difficulties.] 

Mr. Scott. They are working on it now. They are working on it 
from the seat of the Chair. We are working on that now. 

I will introduce the witnesses. 

Without objection, the other opening statements will be included 
for the record. 

We have a distinguished panel of witnesses before us today, and 
I want to apologize because I have another meeting that came up 
and I will be leaving and I will be coming back, and I did read 
everybody’s testimony last night. So when I come back, I will know 
what you have said. 

The first witness is Joseph T. Rannazzisi. He holds a B.S. degree 
in pharmacy from Butler University and J.D. degree from the De- 
troit College of Law in Michigan State University, is a registered 
pharmacist in the state of Indiana, a member of the Michigan State 
Bar Association. He began his career with the U.S. Drug Enforce- 
ment Administration in 1986. 

In 2006, he was appointed to the position of Deputy Assistant 
Administrator for the Office of Diversion and Control, where he is 
responsible for overseeing and coordinating major diversion inves- 
tigations, among other duties. 

The second witness is Dr. David Murray, who received an M.A. 
and Ph.D. from the University of Chicago, subsequently taught at 
Connecticut College, Brown University and Brandeis University be- 
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fore coming to Washington, where he has served as an adjunct pro- 
fessor in the Graduate School of Public Policy at Georgetown Uni- 
versity. 

He co-authored most recently the book, “It Ain’t Necessarily So,” 
how media remakes the scientific picture of reality. He has served 
as special assistant to the director of the ONDCP, the drug office 
in the White House, and currently is the director of Counterdrug 
Technology Assessment Center. 

Next witness is Edward Heiden. He received his Ph.D. in eco- 
nomics from Washington University in St. Louis, specializing in in- 
dustrial organization. He is also a Woodrow Wilson scholar at Har- 
vard University. He is president of Heiden Associates, the Wash- 
ington, DC, economic and product safety consulting firm, and he 
has directed studies on health, safety and environmental regulation 
and economic issues for numerous private and government clients. 
He testified as an expert witness before a number of courts and ad- 
ministrative and regulatory agencies. 

Prior to becoming a consultant, he held a number of senior posi- 
tions in Federal Government, including chief planning economist at 
the Federal Trade Commission and the White House Office of Con- 
sumer Affairs. 

Next to testify will be Valerie Corral, founder of WAMM, the Wo/ 
Men’s Alliance for Medical Marijuana. For 14 years, WAMM has 
provided seriously and terminally ill patients with medical mari- 
juana at no cost. It is the longest-running medical marijuana pro- 
vider in the Nation and for a time had the only legal garden in the 
Nation. 

It was instrumental in the passage of Proposition 215 and most 
recently was involved in the Federal lawsuit Santa Cruz versus 
Gonzales. She is appointed by the California State Attorney Gen- 
eral to the medical marijuana task force and served on the commis- 
sion for 3 years. 

Next will be Siobhan Reynolds, who graduated with a B.A. in po- 
litical science from Pitzer College and received her M.A. in liberal 
education from St. John’s College in Santa Fe, New Mexico. She 
has a master’s degree in fine arts from Actor’s Studio Program in 
New York City. 

In the mid-1990’s, Ms. Reynolds became aware of the lack of 
available pain care in the United States, and after marrying Sean 
Greenwood, a man with an undiagnosed congenital connective tis- 
sue disorder. She discovered that it was impossible to secure treat- 
ment for her husband. 

Following the eventual death of her husband in August of 2006, 
she organized the Pain Relief Network to redouble its efforts to 
help people suffering from chronic pain. 

Lastly, John P. Flannery, who holds a bachelor’s degree in phys- 
ics from Fordham and a bachelor’s degree in industrial engineering 
from Columbia and a law degree from Columbia and master’s de- 
gree in information science from George Washington graduate busi- 
ness school. 

He is a former Federal prosecutor from New York, has held a 
number of positions on Capitol Hill. His most recent position was 
chief of staff for Congresswoman Zoe Lofgren, a Member of this 
Committee. 
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After leaving Congress, he returned to practice law with Camp- 
bell Miller Zimmerman, where he has represented several doctors 
in cases involving prescription of pain medication. He is the author 
of the book, “Pain in America — ^And How Our Government Makes 
It Worse!” 

Each of our witnesses’ written statements will be made part of 
the record in its entirety. I would ask that each witness summarize 
his or her testimony in 5 minutes or less. 

And to help the witnesses stay within the time, there is a timing 
device just in front of us. The light will go from green to yellow 
with 1 minute left and, finally, to red when 5 minutes are up. 

Administrator Rannazzisi? 

TESTIMONY OF MR. JOSEPH T. RANNAZZISI, DEPUTY ASSIST- 
ANT ADMINISTRATOR, OFFICE OF DIVERSION CONTROL, U.S. 

DRUG ENFORCEMENT ADMINISTRATION, U.S. DEPARTMENT 

OF JUSTICE, WASHINGTON, DC 

Mr. Rannazzisi. Thank you and good morning. Chairman Scott, 
Ranking Member Forbes and distinguished Members of the House 
Subcommittee on Crime, Terrorism, and Homeland Security. 

On behalf of Administrator Karen P. Tandy and the men and the 
women of the Drug Enforcement Administration, I want to thank 
you for the opportunity it discuss and hopefully resolve some mis- 
conceptions about DEA’s enforcement of its statutory obligations. 

I would like to comment at the outset, that the title of this hear- 
ing, “DEA’s Regulation of Medicine,” is inaccurate. DEA does not 
regulate medicine or the practice of medicine. 

DEA does investigate violations of the Controlled Substances Act, 
regardless of the source of the violation, be it a Columbian cocaine 
dealer, a marijuana trafficker or a doctor who abuses the authority 
to dispense controlled substances. DEA’s mission statement is more 
than a cliche crafted to meet public relations need or strategy di- 
rective. It is the essence of the agency. 

The statement begins, “The mission of DEA is to enforce the con- 
trolled substances laws and regulations of the United States of 
America.” It is with that mission in mind that the agency conducts 
its work against methamphetamine manufacturers, illegal prescrip- 
tion drug suppliers, marijuana distributors and others who violate 
the Controlled Substances Act. 

In the 1990’s and early 21st century, America watched a home- 
grown epidemic in the form of methamphetamine spread across the 
Nation. Unlike most other illicit drugs, methamphetamine is easy 
to make from inexpensive, readily obtainable chemicals. 

Accessibility of precursor chemicals caused a boom in the number 
of small labs that fed a growing addict population. The need to con- 
trol access to these chemicals resulted in the passage of the Com- 
bat Methamphetamine Epidemic Act. This law complemented simi- 
lar efforts by States and provided tools for Federal law enforcement 
and regulators to monitor precursor sales at the wholesale and re- 
tail levels. 

Through these legislative efforts, DEA has seen a 58 percent 
drop in laboratory sites seized in 2006 over those of 2005. Equally 
important to this dramatic reduction in lab sites is the fact that 
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agents and officers can now direct their law enforcement efforts 
elsewhere. 

Investigations involving methamphetamines labs and their sub- 
sequent clean-ups have traditionally consumed a significant num- 
ber of man hours and have caused considerable drain on govern- 
mental resources. 

The increasing abuse of prescription drugs is one of the most sig- 
nificant challenges DEA is currently facing. As you know, one of 
the Administration’s goals is to reduce the abuse of prescription 
drugs by 15 percent between 2005 and 2008. 

This requires DEA to prevent to the diversion of pharmaceutical 
drugs, while ensuring an adequate supply for legitimate needs. We 
know that the diversion of pharmaceuticals occurs from a number 
of sources, including a small number of unscrupulous doctors. 

That said, doctors should not hesitate and should continue to 
provide their patients with whatever treatment they feel appro- 
priate, as long as it is for a legitimate purpose and done in the 
usual course of medical practice. 

Generally speaking, in any given year, DEA arrests less than 
0.01 percent of the 750,000 doctors registered with DEA for a 
criminal violation. More often than not, those violations are egre- 
gious in nature and are acts clearly outside the usual course of ac- 
cepted medical standards. 

Examples of these acts include such things as trading drugs for 
sex, self-abuse of drugs and trading prescription drugs for crack co- 
caine. Illegal Internet sales, fraudulent prescriptions and outright 
theft are other ways that drug dealers are able to illegally provide 
prescription drugs to addicts. 

No one should underestimate the potential damage that these 
substances can do when taken improperly. DEA has recently taken 
several steps to assist doctors in understanding the expectations of 
the law and aid them in meeting these requirements. 

While there are always those on the fringe who think the laws 
should not apply to them, the steps that DEA has taken have gen- 
erally been met with expressions of approval and even apprecia- 
tion. Most medical practitioners, particularly those who specialize 
in the treatment of pain, are tired of a few bad physicians giving 
their entire profession a bad name. 

DEA believes that the efforts it has made, including issuing a 
policy statement reiterating the requirements of the Controlled 
Substances Act and proposing a rule that would allow doctors to 
issue multiple schedule two prescriptions for up to a 90-day supply 
in a single office visit has significantly improved the medical com- 
munity’s understanding of what are and are not the legitimate 
ways to prescribe controlled substances. 

We believe these efforts will assist the medical community to 
perform their responsibilities and understand the law. 

Similarly, understanding DEA’s activities regarding marijuana 
can also be traced back to our defined legal authorities. Like heroin 
and LSD, marijuana is listed by law as a schedule one controlled 
substance. 

Approval to conduct research using any schedule one substance, 
including cannabis, is a process in which both DEA and the Food 
and Drug Administration play a role. The FDA reviews the merits 
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of the protocol, qualifications and competency of the applicant, 
while DEA determines the adequacy of the necessary security ar- 
rangements. 

Once these reviews are completed, DEA can issue a registration. 
DEA cannot make a judgment as to the legitimacy of the research, 
and DEA has never denied registration to a researcher whose ap- 
plication has been approved by the FDA and who has had adequate 
security to prevent diversion of controlled substances 

[The prepared statement of Mr. Rannazzisi follows:] 
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Prepared Statement of Joseph T. Rannazzisi 


Written Statement of 

Joseph T. Rannazzisi 
Deputy Assistant Administrator 
Office of Diversion Control 
Drug Enforcement Administration 
United States Department of Justice 


July 12,2007 
Introduction 


Chairman Scott, Ranking Member Forbes, and distinguished members of the 
House of Representatives Judiciary Committee, Subcommittee on Crime, Terrorism and 
Homeland Security, thank you for the opportunity to appear today and discuss and clarify 
any misapprehensions the Subcommittee may have regarding the role the Drug 
Enforcement Administration (DEA) plays in enforcing the Comhat Methamphetamine 
Epidemic Act, upholding the Supreme Court decision Ashcroft iw. Raich, supporting 
cannahis research, and the responsibilities doctors in prescribing scheduled medications. 


The Investigation of Methamphetamine Precursor Distribution 


Methamphetamine is unique from other illicit drugs of abuse in that it is an easy 
to make synthetic drug and its precursor chemicals have historically been easy to obtain 
and inexpensive to purchase. These factors have contributed to methamphetamine’s 
rapid sweep across our nation. In March 2006, reacting to the devastating impact that 
the illicit manufacture of methamphetamine was having on our nation, Congress enacted 
the Combat Methamphetamine Epidemic Act of 2005 (Title VIT of the USA PATRIOT 
Improvement and Reauthorization Act of 2005, P.L. 1 09- 1 77) or CMEA. Among other 
things, the Act established a system to monitor and regulate the importation, production, 
and retail sales of non-prescription ephedrine, pseudoephedrine, and 
phenylpropanolamine products - common ingredients found in over-the-counter cough, 
cold, and allergy products. These chemicals and drugs were included in CMEA because 
they are key precursors used in the illicit manufacture of methamphetamine or 
amphetamine. This legislation provided law enforcement and regulators with tools 
invaluable to the containment of the drugs’ production. 

As a result of the CMEA, the ability of pseudoephedrine to be sold on the spot 
market was effectively taken away. These transactions, which were not regulated under 
prior law, are now treated as new imports or exports and, therefore, subject to 15 day 
advance notification during which the DEA verifies the legitimacy of each transaction. 

In addition, the Department of Justice now has the authority to establish production and 
import quotas for ephedrine, pseudoephedrine, and phenylpropanolamine. These quotas 
will allow for greater control of precursors that are imported into the United States. 


1 



9 


Retail provisions of the CMEA became effective in September 2006 and include 
self-certification, employee training, product packaging and placement requirements, 
sales logbooks, and daily and 30-day sales/purchase limits. In order to purchase 
products containing ephedrine, pseudoephedrine, and phenylpropanolamine, an 
individual must now show identification and sign a log book at sales locations. Law 
enforcement is able to monitor these log books in order to identify any person purchasing 
more than 9 grams within a 30-day period. CMEA also created a national database of 
self-certification records available to state and local law enforcement agencies to 
document those retail sales locations that have complied with the requirements of this 
law. As a testament to the effectiveness of the CMEA (and similar predecessor laws 
passed by the states), DEA statistics show a 58% decrease in the number of 
methamphetamine laboratories in 2006 from the previous year. 

Additional CMEA provisions include: requiring DEA to conduct an assessment of 
the annual need of ephedrine, pseudoephedrine, and phenylpropanolamine, establishing 
production and import limits, requiring DEA be noticed of transfers following 
importation or exportation of methamphetamine precursor chemicals, and removing 
previously established sales thresholds, among others. 

DEA is committed to keeping our communities safe from the dangers of 
methamphetamine production and abuse. Preventing the use of these chemicals in 
clandestine methamphetamine labs and via enforcement of the CMEA is an important 
element in that effort. 


Investigations of Physicians Who Over-Prescribe Scheduled Drngs 

The abuse of prescription drugs is a serious and growing health problem in this 
country. According to the 2005 National Survey on Drug Use and Health, there were 
more than 6.4 million current non-medical users of psychotherapeutic drugs in the United 
States - more than the number of Americans abusing cocaine, heroin, hallucinogens, and 
inhalants, combined. If we look at the people who are just starting out as new drug 
users, prescription drugs have overtaken marijuana and cocaine as the gateway drug of 
choice. 


One of the goals set forth in this Administration’s 2006 Synthetic Drug Control 
Sti-ategy is to reduce the abuse, or non-medical use, of prescription drugs by 15 percent 
over the next three years. Consistent with that end, a primary role of the DEA is to 
prevent the diversion of pharmaceutical controlled substances while ensuring an adequate 
supply for legitimate medical and scientific needs. 

Diversion of legitimate controlled substances occurs from a number of sources, 
including, the Internet, pharmacy theft, doctor shopping, prescription forgery, and other 
means. Unfortunately, a small number of unscrupulous doctors are also illegally 
supplying those drugs. Although there are very few of them, they can cause tremendous 
damage. One such doctor in Panama City, Florida, was diverting so many OxyContin 
pills to abusers and traffickers that after the DEA arrested him, the street price of 


2 



10 


OxyContin nearly doubled in the area because of the significantly diminished availability 
of the drug. 

In 2006, there were approximately 750,000 medical doctors and doctors of 
osteopathic medicine registered with DEA. In any given year, including this past year, 
less than one in every ten thousand physicians in the United States loses his controlled 
substance registration based on a DEA investigation for improper prescribing — that is 
less than .01 percent of all physicians. And far fewer of those physicians are criminally 
prosecuted for improper prescribing. 

The longstanding requirement under the law that physicians may prescribe 
controlled substances only for legitimate medical purposes in the usual course of 
professional practice should in no way interfere with the legitimate practice of medicine 
or cause any physician to be reluctant to provide legitimate treatment. .And theDE.A’s 
responsibility to enforce the law does not diminish our firm commitment to the balanced 
policy of promoting pain relief and preventing the abuse of pain medications. To help 
physicians meet the challenge of ensuring that people who medically need drugs get 
them, and that those who are diverting them don’t, the DEA has developed several 
initiatives since last fall. 

On September 6, 2006, we published in the Federal Dispensing Controlled 

Substances for the Treatment of Pain, a policy statement that reiterated the requirements 
of the Controlled Substances .Act and the physician’s long-standing responsibility to take 
reasonable steps to prevent diversion. The DEA also published a Notice of Proposed 
Rulemaking, which proposes to amend the DEA regulations to permit doctors to issue 
multiple Schedule II prescriptions during a single office visit, allowing patients to receive 
up to a 90-day supply of controlled substances according to the fill date that the doctor 
gives the pharmacist. 

The DE.A also launched a new section on its website to provide everyone with the 
facts on investigations against doctors who violate federal drug laws. It’s called “Cases 
Against Doctors.” So far, DEA has had more than 86,000 hits to the site. DEA created 
this site to provide the public with information about the scope of violations that cause 
DEA to investigate doctors. 

In addition, the DEA also updated (and posted on its website) its Practitioner’s 
Manual to aid doctors with their responsibility to take reasonable steps to prevent 
diversion and abuse. Before it finalized the Practitioner’s Manual, the DEA asked a 
number of doctors to review its updates to the earlier 1990 edition, and they found the 
new edition helpful in understanding their legal obligations in prescribing drugs. 

The DEA agrees that doctors can and should prescribe controlled substances 
under legitimate medical standards to treat patients in pain. The DE.A knows that doctors 
overwhelmingly agree with what Congress mandates it do: enforce our nation’s laws to 
ensure drugs are used only for the health and welfare of the public. 
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Cannabis Research 

Approval to conduct clinical research involving Schedule I substances in the 
United States is a joint process involving both the DBA and the Food and Drug 
Administration (FDA). Clinical studies of a substance for use as a drug must be 
performed by well qualified applicants who meet the most rigorous of standards in order 
to conduct bona fide research. 

Following the procedures described in Title 21 of the Code of Federal 
Regulations, new applicants submit their applications to the DBA with research protocols 
and individual qualifications (typically a resume or curriculum vitae). The DBA is 
responsible for evaluating whether effective measures to adequately safeguard against 
diversion are in place as well as assessing factors relating to public interest (See 21 
U.S.C. 81 1(b)). After a preliminary review to ensure completeness of the application 
and accompanying material, the application package is sent to the Controlled Substances 
Staff of the FDA and the DBA field office in the area of the proposed research. FDA’s 
role is to determine the qualifications and competency of the applicant, as well as the 
merits of the protocol. The DBA field office conducts an on-site, pre-registrant 
investigation, including a personal interview with the applicant, to ensure that security is 
adequate to prevent diversion or abuse of the controlled substance. 

Upon receipt of favorable reports from both the FDA and the DBA field office, a 
certificate of registration is issued to the researcher. No research with a Schedule I 
controlled substance can be initiated until the DBA approves the application and a 
Schedule I research registration is assigned. The DBA has never denied an application to 
a researcher when FDA has determined that the qualifications and merits of the applicant 
(as well as of the research proposed) are acceptable, and that adequate security measures 
are in place. 

At present 110 researchers are registered to perform studies within the drug 
category which includes marijuana, marijuana extracts and non-tetrahydrocannabinol 
marijuana derivatives that exist in the plant, such as cannabidiol and cannabinol. These 
studies include evaluation of abuse potential, physical/psychological effects, adverse 
effects, therapeutic potential, and detection. Nineteen researchers are currently approved 
to conduct research with smoked marijuana on human subjects. 


Enforcing Federal Law in Light of Claims that Marijuana is “Medicine” 

Marijuana is a Schedule I substance under Title 21 of the United States Code. As 
defined by law, a Schedule T substance is one that has no currently accepted medical use 
in treatment in the United Slates, no accepted safety for use under medical supervision 
and a high potential for abuse. Along with marijuana, other Schedule I controlled 
substances include heroin and LSD. 
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Under the Controlled Substances Act (CSA), DEA is required to act in 
consultation with the FDA in determining whether a controlled substance has a currently 
accepted medical use. Under the Federal Food, Drug, and Cosmetic Act (FDCA), it is 
unlawful to market a new drug in the United States unless FDA approves the drug as 
being both safe and effective for the treatment of disease or condition. To date, FDA has 
not found marijuana to be safe and effective for the treatment of any disease or condition. 
Given the absence of sound scientific evidence establishing that marijuana can be used 
safely and effectively as medicine, it remains a Schedule I controlled substance under the 
CSA and illegal under the FDCA to market as a drug. Reviews of the scientific evidence 
can be triggered by an application to the FDA for approval of marketing of a new drug, or 
for the new formulation of an existing drug. Reviews can also be triggered by 
rescheduling petition requests filed with the DEA. 

DEA's efforts to enforce Federal law surrounding the possession and trafficking 
of marijuana have been hampered by the passage of laws in several states which inhibit 
State and local law enforcement from acting against individuals and organizations selling 
marijuana under the pretence that it has medicinal value. 

Law enforcement has seen a growing list of ailments used by dealers, patients and 
physicians to justify smoking marijuana. It has become so exhaustive that anyone could 
claim “a medical need”. That list includes ADD, headaches, arthritis, PMS, IBS, 
hepatitis, renal failure, hypertension, anxiety, depression, post-traumatic stress disorder, 
insomnia, paranoia, bipolar affective disorder, alcoholism, cocaine and amphetamine 
addiction, epilepsy, bronchitis, emphysema, osteoporosis, degenerative disc disease, 
polio, ulcers, stuttering, seizures, color blindness and various types of pain. In a USA 
Today article on March 8, 2007, Scott Imler, who co-wrote the California “medical” 
marijuana initiative in 1 995 said, “What we set out to do was put something in the 
statutes that said medicine was a defense in case they got arrested using marijuana for 
medical reasons. What we got was a whole different thing, a big new industry.” Imler 
added “I was pretty naive, I thought people would act in good faith.” Anecdotal 
information and data have suggested in Los Angeles the significant likelihood that the 
marijuana as medicine dispensaries affect crime in adjacent communities. 

The authority of DEA to investigate those growing, selling, and possessing 
marijuana, irrespective of State law, was confirmed by recent rulings by the Supreme 
Court. In Uniled States v. Oakland Cannabis Buyers' Cooperative, the Supreme Court 
held that the Controlled Substances Act contains no exception permitting the distribution 
of marijuana on the basis of “medical necessity.” fn Gonzales v. Raich, the Court stated 
that Congress’s Commerce Clause authority includes the power to prohibit the intrastate 
and noncommercial manufacture and possession of marijuana for claimed medical 
purposes pursuant to state law and concluded that, “Congress had a rational basis for 
believing that failure to regulate the intrastate manufacture and possession of marijuana 
would leave a gaping hole in the Controlled Substances Act.” These two cases made 
clear that Federal law prohibiting the manufacture, distribution, and possession of 
marijuana applies regardless of whether the person engaging in such activity claims to 
have a "medical necessity,” claims to be acting in accordance with state law, or claims to 
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be acting in a wholly intrastate manner. Thus, DEA remains constitutionally obligated to 
enforce the Controlled Substances Act in all circumstances. 

The DEA’s role is one of enforcement. It is, after all, our middle name. We will 
continue to enforce the law as it stands and to investigate, indict, and arrest those who use 
the color of state law to possess and sell marijuana. 


Conclusion 

The Drug Enforcement Administration is a single mission agency. Our role is to 
enforce the provisions of the Controlled Substances Act, which is considered by 
Congress to be in the best interests of the people of this nation. The DEA does not 
discriminate in the application of the law, nor does it interpret the law’s intent, a function 
left appropriately to the courts. The DEA applies the law to law breakers. Among other 
things, it does so through the Combat Methamphetamine Epidemic Act to prevent the 
spread of the bill’s namesake dmg, through the carefully application of its regulatory 
obligations or by investigating those who would use the color of state law to traffic in 
marijuana. 

I thank you for the opportunity to testify here today, and would welcome any 
questions the Subcommittee might have. 
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Mr. Nadler. [Presiding.] Thank you. 

I now recognize Dr. Murray for 5 minutes. 

TESTIMONY OF DAVID MURRAY, DIRECTOR OF COUNTER- 
DRUG TECHNOLOGY, ONDCP, THE WHITE HOUSE, WASH- 
INGTON, DC 

Mr. Murray. Thank you very much, Mr. Chairman, in absentia. 
Ranking Member Forbes and distinguished Members of the House 
Judiciary 

Mr. Nadler. You need to speak up and speak to the microphone. 

Mr. MURRATi [CONTINUING]. INDEED — AND JUDICIARY SUB- 
COMMITTEE ON Crime, Terrorism, and Homeland Security. 
Thank you for the opportunity to appear before you today 

TO DISCUSS OUR NATIONAL EFFORTS TO REDUCE DRUG USE IN AMER- 
ICA AND TO DISCUSS FEDERAL DRUG POLICY REGARDING MEDICAL 
MARIJUANA UNDER STATE LAW, OR SO-CALLED MEDICAL MARIJUANA. 

I do want to stress that their is good news out there. Let us not 
lose track of that, regarding the drug war. Youth use of all drugs 
is down by 23 percent over the last 5 years. Youth use of marijuana 
is down by 25 percent. 

Youth use of specific drugs such as methamphetamine is down 
by over 40 percent. Yet, against this backdrop, we face a stubborn 
debate that is ongoing for quite a while regarding the status of 
claims that marijuana is somehow an acceptable medicine. 

It is not the medical community, Mr. Chairman, who pushes this 
issue. It is not the medical community who identifies a need out 
there for a smoked weed to alleviate pain and suffering. Rather, 
this is an issue that is pushed overwhelmingly by legalization advo- 
cates for marijuana who fund initiatives and referenda in various 
States, trying to push through what we think is a troubling devel- 
opment. 

First of all, let us reiterate, there is no evidence by the bodies 
that are charged with making this determination that marijuana 
is effective as a medicine for any medical condition and no evidence 
of marijuana’s safety. That is why it remains in schedule one, as 
approved by the FDA and as judged by the DEA, as a substance 
without medical utility. 

Moreover, there are superior substances already available in the 
medical community for treating the diseases for which marijuana 
purportedly is efficacious. 

Secondly, the charge to medicine is first do no harm. There is in- 
creasing scientific evidence that marijuana actively is harmful to 
those for whom it was intended to be a healing device. 

In fact, the evidence of smoked marijuana, a contaminated prod- 
uct of raw weed with carcinogens in it and the active ingredients 
themselves produce effects 

Mr. Nadler. Mr. Murray, do you think it is as harmful as nico- 
tine? 

Mr. Murray. Sir, if you are looking at the issue of an approved 
medicine that would be used — excuse me, sir. 

Mr. Forbes. Mr. Chairman, a point of order. Mr. Chairman, can 
the witness make his statement and then we 

Mr. Nadler. I just wanted to ask him that one question, because 
he was saying how harmful it is. I think he is correct 
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Mr. Forbes. Can we not take away his time? 

Mr. Nadler. I am not going to take away his time. I just asked 
to answer that question, and we will give you the time. 

Mr. Forbes. Well, just I would like to request regular order, Mr. 
Chairman. That is highly irregular. 

Mr. Murray. Thank you, sir. 

I believe they present different threats in different communities. 
There is no effort to say that nicotine should be treated as a medi- 
cine and dispensed for the cure of cancer. That is because, in its 
smoked form, it is quite virulent and quite troubling. 

Marijuana, however, likewise, is a smoked weed that that is of- 
fered as though it were therapeutic and efficacious, as though it 
had healing powers. The active ingredient in marijuana, increas- 
ingly, science has shown, is a risk-producing substance that is an 
intoxicant, that produces dependency and withdrawal. 

It is an addictive substance that has impact, particularly on the 
vulnerable. Those with psychotic predispositions, those with incli- 
nations toward depression, toward schizophrenia, they are pro- 
foundly affected by this drug and it is risky to them actively. 

It should not be treated as though it were benign. It is a dan- 
gerous substance that produces active harm to those for whom it 
would be offered. 

Moreover, the presence of medical marijuana dispensaries in 
communities themselves turns out to be a harmful dimension. In- 
creasingly, we are learning that these dispensaries are fronts for, 
increasingly, drug-dealing crime, that they are neighborhood 
nuisances, increasingly associated with high crime, with noise, with 
disruption, that communities increasingly are turning against and 
troubled by. 

We are seeing evidence, moreover, from time to time, that the 
medical marijuana movement has not been driven by medicine but 
has been driven by politics and by many instances taken over by 
criminal elements that are quite dangerous. 

We think that, basically, you are going to hear forms of argu- 
ment that will anecdote. Tragic tales of suffering, no matter how 
genuinely believed in, no matter how emotionally laden they may 
be, that is not the way we make public policy decisions about what 
is an approved medicine — by tragic tales or by accounts of suf- 
fering. 

Rather, it is in a court of medicine and in a court of science that 
a drug is approved as being safe and effective and marijuana has 
never been able to successfully pass that test. 

What we are going to hear will be arguments that somehow we 
should get out of the way and let marijuana be offered as medicine. 
We think this is a fraud. We think this is a misrepresentation. 

The medical marijuana movement is at best a mistake, at worst, 
a deception, and it has another victim involved here, the integrity 
of the drug approval process in America, which is entrusted to the 
FDA, has kept America safe with regard to its medicines. 

We should not bypass that. We should not political theater — or 
political pressure groups try to approve medicines, which in fact 
damages the integrity of our drug approval process. If and when 
marijuana has substances in it that are shown to be efficacious. 
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therapeutic, it will be done in the scientific community, and it will 
not be offered in the form of a raw, crude, smoked weed. 

We know this from the scientific community. We know this from 
the medical community. And the people pushing for this are cyni- 
cally manipulating tragic tales of suffering in such a way as to cre- 
ate — and not win in a court of medicine and science. 

I will be happy to answer your questions, sir. 

[The prepared statement of Mr. Murray follows:] 



17 


Prepared Statement of David Murray 


Testimony of Dr. David Murray 
Chief Scientist, Office of National Drug Control Policy 
Before the Judiciary Subcommittee on Crime, Terrorism, and Homeland Security 
‘‘Hearing on the Drug Enforcement Administration’s Regulation of Medicine” 

July 12, 2007 

Chairman Scott, Ranking Member Forbes and distinguished Members of the 
House Judiciary Subcommittee on Crime, Terrorism and Homeland Security: Thank you 
for the opportunity to appear before you today to discuss our National efforts to reduce 
drug use in America and current Federal policy regarding so-called “medical” marijuana 
under state law. 

Over the past several decades, there has been an ongoing national debate 
regarding the use of marijuana for medical purposes. While we all may agree that too 
many of our citizens suffer from pain and chronic illnesses, as a civilized society we must 
ensure that we base critical decisions regarding the health and safety of Americans on 
sound science and research. As Chief Scientist for the national agency tasked by 
Congress to evaluate, coordinate, and oversee drug policy, I look forward to providing 
the committee with the latest state of affairs regarding this important issue. 

What is Wrong With Permitting the Use of Smoked Marijuana 
for Medical Purposes? 

In order to provide the appropriate perspective regarding medical marijuana, we 
should examine our Nation's painful lessons from the past. At the beginning of the last 
century, America faced a serious medicinal challenge. Fly-by-night swindlers traveled 
from town to town hawking miracle medicines that claimed cures for everything from 
baldness to life-threatening diseases. While the tonics rarely cured what their proponents 
claimed, consumers often did report feeling better after taking them. In reality, people 
felt better because these “medicines” most often contained large amounts of alcohol, 
opium, or other “feel-good” agents. This chaotic medicinal marketplace, where 
legitimate medicine competed with unproven and often dangerous snake oils, compelled 
the U.S. Congress over 100 years ago to create the Food and Drug Administration (FDA), 
which is responsible for approving, regulating, and verifying the effectiveness and safety 
of medicines. More than making people “feel better,” a core element of FDA's public 
health mission is to verily and ensure that medicines fulfill two critical principles: safety, 
and effectiveness in treating medical conditions. 

The FDA’s process for approving medicine has contributed to the United States 
having the world’s finest medical system. In the century that the FDA has been 
approving medicines, it has shown an open willingness to evaluate and approve 
potentially harmful and addictive substances if it can be proven that the benefits of these 
substances provide outweigh the risks. For instance, medicinal derivatives of the opium 
poppy and the coca plant clearly demonstrate this principle. But smoked marijuana has 
never passed this test. Simply stated, the FDA has not found compelling scientific 
evidence that smoking marijuana relieves the myriad of ailments that its proponents 
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claim. Moreover, the medical community prescribes drugs that are safer and easier to 
administer and that have been scientifically proven to do a far more effective job at 
treating the ailments that marijuana proponents claim are relieved by smoking marijuana. 

Funded by millions from those who want to legalize marijuana outright, 
marijuana lobbyists have now been deployed to Capitol Hill and to States across the 
Nation to employ their favored tactic of using Americans’ natural compassion for the sick 
to garner support for a far different agenda. These modern-day snake oil proponents cite 
testimonials — not science — that smoked marijuana helps patients suffering from AIDS, 
cancer, and other painful diseases “feel better.” Unfortunately for America’s sick, the 
same scenario our Nation dealt with a century ago has returned, and a number of states 
have passed voter referenda or legislative actions making smoked marijuana available for 
a variety of medical conditions upon a doctor's recommendation under state law. 

On April 20th, 2006, the Department of Health and Human Services (which 
includes FDA, the Substance Abuse and Mental Health Services Administration and the 
National Institute on Drug Abuse), the Drug Enforcement Administration, and the Office 
of National Drug Control Policy issued an advisory reinforcing the fact that no sound 
scientific studies have supported medical use of smoked marijuana for treatment in the 
United States, and no animal or human data support the safety or efficacy of smoked 
marijuana for general medical use. Additionally, the Institute of Medicine (lOM) has 
concluded that smoking marijuana is not recommended for any long-term medical use, 
and a subsequent lOM report (March 1, 1999) declared that, “marijuana is not modern 
medicine.” These statements add to a substantial list of legitimate public health 
organizations that have already spoken out on this issue, including the American Medical 
Association, the National Cancer Institute, the American Cancer Society, and the 
National Multiple Sclerosis Society - all of which do not support the smoked form of 
marijuana as medicine. 

Existing Legal Drugs Provide Superior Treatment for Medical Conditions 

While the FDA has approved safe and effective medication for the treatment of 
glaucoma, nausea, wasting syndrome, cancer, neuropathic pain, and multiple sclerosis, it 
is also true that THC, the primary active chemical in marijuana and other cannabinoids in 
the plant might well be useful for treating certain medical problems. For example, the 
FDA approved synthetic THC, the main ingredient in Marinol, to control nausea in 
cancer chemotherapy patients and to stimulate appetite in people with AIDS. Marinol, in 
the oral form, is a legal prescription drug available on the market by prescription since 
1985, It is currently classified as a Schedule III drug under the Comprehensive Drug 
Abuse Prevention and Control Act, meaning that the drug is widely available for patients 
who may need it. 

In light of these scientifically proven medicinal alternatives, the idea of telling 
suffering patients that the best we can do for them is to encourage them to inhale the hot 
smoke of a burning weed, of unknown dose and purity, seems medieval at best. To 
resolve this whether science can demonstrate any conceivable medical benefit, NIH is 
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conducting controlled clinical trials of smoked marijuana. To date, the best available 
evidence points to the conclusion that the adverse effects of marijuana smoke on the 
respiratory system would almost certainly offset any possible benefit. As a result, 
marijuana remains as a Schedule I controlled substance under the Comprehensive Drug 
Abuse Prevention and Control Act of 1970. In other words, marijuana remains a 
dangerous drug that has no recognized medical value. 

In fact, there is some evidence that suggests that prescribing smoking marijuana 
may actually harm the health of patients. The delicate immune systems of seriously ill 
patients, for example, may become compromised by the smoking of marijuana. Research 
has already demonstrated that the daily use of marijuana can compromise lung function 
and increase the risk for respiratory diseases, similar to those associated with nicotine 
cigarettes. Additionally, marijuana also has a high potential for abuse and can incur 
addiction. Research has also shown that frequent use of marijuana leads to tolerance of 
the psychoactive effects. Smokers may compensate by smoldng more often or seeldng 
higher potency marijuana. 

Finally, in people with psychotic or other mental health problems, the use of 
marijuana can precipitate severe emotional disorders. Chronic use of marijuana may 
increase the risk of psychotic symptoms in people with a past history of schizophrenia. 
Marijuana smoking by young people may lead to impairment of higher brain function and 
neuropsychiatric disorders, as well as a higher risk for addiction and polydaig abuse 
problems. 


Medical Marijuana Laws Do Not Work 

Ten years of national experience with state-based voter referenda and legislative 
actions legalizing medical marijuana under state law also have bred abuse, confusion, and 
crime. An increasing number of reports have begun to illustrate this phenomenon. 
Consider the following: 

• Medical marijuana laws lead to drug-related violence Since the first medical 
marijuana law passed in the United States, as many as 20 “legal” medical 
marijuana providers have been killed around the country, mostly in robberies. 

(Killing Highlights. Risk of Selling Mai'ijuaiia. New Yoik limes, March 2nd, 2007). 

• Medical marijuana laws protect drug dealers. After Colorado legalized 
medical marijuana, a local CBS television station discovered that licensed 
medical marijuana providers were using medical marijuana laws to foster daig 
dealing. In one instance, a CBS reporter asked Ken Gorman, a licensed medical 
marijuana provider and user, how many people he had given marijuana to who 
weren’t sick. He responded by saying, “Hundreds, . . .When we passed the 
[medical marijuana] law we passed a great, great law. . .There are so many holes 
in it that for us, the patient, police can’t do anything.” Ken Gorman admitted he 
didn’t have a medical condition and “just wanted to get high.” Gorman was killed 
amonth later in a marijuana-related robbery, (cds Denver, rcbruaryiiiii. 2007. cia^on.^iKirow. 

Medical Maiijiiana Clinics Face Crackdown, .Associated lYess, March lltli, 2007.) 
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• Founding proponents of medical marijuana in the United States have 
reversed their key positions of support for medical marijuana. Rev. Scott 
Imler, Co-founder of Prop 215, has lamented the passage of California’s medical 
marijuana law stating that, '‘We created Prop. 2 1 5 so that patients would not have 
to deal with black market profiteers. But today it is all about the money. Most of 
the dispensaries operating in California are little more than dope dealers with 
store fronts.” Imler also said that medical marijuana has “turned into ajoke.” 

Steve Kubby, another Co-founder of medical marijuana in California stated in a 
letter to supporters on April 14th, 2006 that “Marinol is an acceptable, if not ideal, 
substitute for whole cannabis in treating my otherwise fatal disease.” (.AHemaLives 

magazine. Fall. 2006 Issue 39. San Gabriel Valley Tribune 2/07, Message from Steve Kubby. Steve Kubby Released After 
Seivbng 62 Days in Jail, .>\pril 14th, 2006) 


Conclusion 

Chairman Scott, Ranking Member Forbes, our investment in medical science is at 
risk if we do not defend the proven process by which medicines are brought to the market 
and to patient-physician relationships. All drugs must undergo rigorous clinical trials 
before a drug can be released for public use. The responsibilities of the public health 
system are to ensure the safety, efficacy, and effectiveness of contemporary drugs. This 
responsibility cannot be discharged where science-based loiowledge is discarded in favor 
of misguided hearsay and uninformed pressure politics. T look forward to working with 
Congress to ensure that our nation’s drug policies continue to work to make our national 
drug problem smaller and keep our citizens as safe and healthy as possible. 

Thank you. 
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Tn Their Words: fVhat the Experts Say: 

The American Academy of Ophthalmology: 

“Based on reviews by the National Eye Institute (NEI) and the Institute of Medicine and 
on available scientific evidence, the Task Force on Complementary Therapies believes 
that no scientific evidence has been found that demonstrates increased benefits 
and/or diminished risks of marijuana use to treat glaucoma compared with the wide 
variety of pharmaceutical agents now available.” 

CompJeme.nlary Therapy Marijuana in the Trealmenl of 'Glaucoma. American Aciuicmv ol'Ophllialmologv. Mav 2003 

The American Medical Association: 

“. . .AMA recommends that marijuana be retained in Schedule I of the Controlled 
Substances Act . AMA believes that the NTH should use its resources and influence to 
support the development of a smoke-free inhaled delivery system for marijuana or delta- 
9-tetrahydrocannabinol (THC) to reduce the health hazards associated with the 
combustion and inhalation of marijuana..." 

PoUc}' Staiement H-95.952. ;\inerican Medical AssociatiuiL ir'j _ nna^assiLcrj; 

The National Multiple Sclerosis Society: 

“Studies completed thus far have not provided convincing evidence that marijuana or its 
derivatives provide substantiated benefits for symptoms of MS.” 

The MS hifmviation Souteehook, Marij Liana (Cannabis), National Multiple Sclerosis Society, September 18tli, 2006 

The Institute of Medicine (TOM): 

“Because of the health risks associated with smoking, smoked marijuana should generally 
not be recommended for long-term medical use.” 

Marijuana and Mediane: Assessing rhe Science Base, Institute of Medicine, 1999 
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Mr. Nadler. I thank the gentleman. 

I now recognize Dr. Heiden for 5 minutes. 

TESTIMONY OF EDWARD J. HEIDEN, PH.D., 

HEIDEN ASSOCIATES, INC., WASHINGTON, DC 

Mr. Heiden. Thank you. I appreciate the opportunity to appear 
before this Subcommittee to present my views regarding various 
activities of the U.S. Drug Enforcement Administration. 

My name is Edward J. Heiden. I am president of Heiden Associ- 
ates, an economic consulting firm specializing in health and safety 
issues and located in Washington, D.C. 

Early this year, my firm and I were retained by the American 
Council on Regulatory Compliance, ACRC, an association that rep- 
resents suppliers of pseudoephedrine and ephedrine-based prod- 
ucts, such as over-the-counter cough and cold and asthma relief 
medications and whose members sell primarily to convenience 
stores and other non-mass merchandiser channels. 

Our assignment was to help them respond to a DEA draft report 
published for comment in the Federal Register that contained 
DEA’s 2007 national estimate of legitimate medical need and use 
for ephedrine and pseudoephedrine and prescription drug and over- 
the-counter products. 

We were asked to examine two issues, the soundness of the data 
and methodology used by FDA to prepare the report and the esti- 
mate and whether the legitimate supply needs of ACRC member 
firms for ephedrine-based products to sell had been adequately 
taken into account by the DEA draft needs assessment. 

ACRC members were seriously concerned that their needs were 
not being adequately considered, if at all. A few of them indicated 
that they had not been consulted — many of them indicated they 
had not been consultant as the needs assessment was being pre- 
pared, and a few indicated, once they saw the assessment, that it 
was far less in total for the country as a whole than just their own 
sales to convenience stores and other non-mass merchandising 
channels. 

Let me briefly summarize our work. DEA’s assessment relied on 
a study by its contractor, IMS Health Government Solutions, to es- 
timate medical needs for ephedrine and pseudoephedrine, based on 
data the company routinely collects on sales to retail establish- 
ments, patients and insurers. 

The problem with this data is, and the report of DEA, that it was 
very sparse and provided very, very incomplete documentation as 
to its methodology, as to how the data was used. And, like much 
of the evidence that an interested and engaged analyst would need 
and expect to have to determine exactly how that methodology was 
applied, elementary materials such as key data files were not 
there, were missing. And, in one important instance, the agency re- 
fused to provide us and ACRC with access to a key set of spread- 
sheet data. 

Likewise, DEA’s treatment of how the needs of the convenience 
store market channel was treated in its national estimation process 
is vague and confusing. Even though convenience stores are men- 
tioned by DEA as a channel that was included in the study, there 
is no way you can tell exactly how they were included. 
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In fact, as a starting point of data that we got, we obtained from 
DEA a copy of the product code listed by DEA’s contractor for the 
study, IMS. Reviewed by industry numbers, it showed that not one 
of the ACRC member products was included in the initial DEA 
product inventory used to develop sales estimates for the ephedrine 
and pseudoephedrine needs assessment. 

So none of the products was considered to be in scope for pur- 
poses of development of that needs assessment and not one of 
them, as I said, had been queried by DEA or its consultant as part 
of the needs assessment development process. 

So we conducted our own study of ACRC needs and sales by 
working with industry members to give us such sales on a con- 
fidential basis and then consulting with the board members to de- 
termine what this was. ACRC member firms told us when we ag- 
gregated the data that, collectively, the products they sold to con- 
venience stores and other channels represented a tremendously 
large amount more, seven times more, than the amount DEA pro- 
posed as its preliminary 2007 annual needs assessment. 

How could something like this happen? How come the DEA study 
missed such a large part of the overall market for ephedrine-based 
products of convenience stores? 

I think there are several possible reasons why DEA might have 
missed so much ephedrine-based products sold through non-mass 
market merchandising channels. First, many of the companies in- 
volved in making it and marketing it 

Mr. Nadler. The witness’s time has expired. 

Could you wrap up, please? 

Mr. Heiden. Well, as I said, there are several reasons why this 
might have happened: technical, economic reasons. But, in conclu- 
sion, I would say that besides not documenting the procedures and 
denying access to data that could have indicated what was hap- 
pening in this situation, it is quite obvious that this failure has 
caused DEA to propose an unrealistically low preliminary estimate 
for the amount of ephedrine required for legitimate needs. 

If this estimate stands as the basis for DEA decisionmaking, sub- 
stantial hardships are likely to result, not only for numerous sup- 
pliers in the distribution chain and those who are employed by 
them, but also for the many asthmatics and others in legitimate 
medical need who rely on convenience stores and small retailers in 
locations where other retail outlets, like mass merchandisers. Tar- 
gets, et cetera, are nonexistent or are only open during daytime or 
early evening hours. 

[The prepared statement of Mr. Heiden follows:] 

Prepared Statement of Edward J. Heiden 

Good morning. My name is Dr. Edward J. Heiden. I am president of Heiden Asso- 
ciates, Inc., an economic consulting firm specializing in health and safety issues and 
located in Washington DC. For the past 26 years, Heiden Associates has been assist- 
ing companies and trade associations in examining the economic impact of govern- 
ment regulation. A statement of our corporate capabilities and my resume is at- 
tached. 

Early this year my firm, Heiden Associates, and I were retained by the American 
Council on Regulatory Compliance (ACRC) — an association representing manufac- 
turers, importers, and distributors of pseudoephedrine and ephedrine-based prod- 
ucts such as over-the-counter cough and cold and asthma relief medications, whose 
members sell primarily to convenience stores and other non-mass-merchandiser 
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channels. Our assignment was to help them respond to a draft report, prepared by 
DEA and published for comment in the Federal Register, containing DEA’s 2007 na- 
tional estimate of legitimate medical need and use for ephedrine and 
pseudoephedrine in prescription drug and over-the-counter (OTC) products. 

We were asked to examine two issues: (1) the soundness of the data and method- 
ology used by DEA to prepare its report and estimate; and (2) whether the legiti- 
mate supply needs of ACRC member firms for ephedrine-based products to sell had 
been adequately taken into account by the DEA draft needs assessment. ACRC 
members were seriously concerned that their needs had not been adequately consid- 
ered, if at all. For instance, members indicated they had never been consulted as 
the needs assessment was being prepared. A few also indicated, after initially exam- 
ining the DEA analysis, that the entire estimate of national need for ephedrine con- 
tained in the report was far lower than the supply need represented just by what 
they knew to be their own sales to convenience stores and other non-mass-merchan- 
dising channels. 

We briefly report below on the results of our work, and the conclusions and rec- 
ommendations we have drawn from it. 

SUMMARY OF OUR WORK 

Analysis of DEA Methodology and Treatment of Ephedrine Needs for Product Sellers 
to Convenience Stores and Related Market Channels. 

DEA’s assessment relied on a study by its contractor, IMS Health Government So- 
lutions (IMS), to estimate medical needs for ephedrine and pseudoephedrine based 
on data that the company routinely collects and offers annually to customers. IMS 
used several types of data for its study — sales to retail establishments (including 
pharmacies), sales by retail establishments to patients, and medical insurance 
claims. However, the DEA report itself provided very sparse and incomplete docu- 
mentation as to how this data was used, and lacked much of the evidence that an 
interested and engaged professional analyst would need and expect to have in order 
to determine exactly how the methodology was actually applied. Elementary sup- 
porting materials, especially the data files and calculations that would show the key 
procedures used, were missing, and in one important instance the agency refused 
to provide us with access when we made a request. 

Likewise, DEA’s treatment of exactly how the needs of the convenience store mar- 
ket channel was treated in the national estimation process is vague, confusing, and 
even contradictory in several important respects. For example, even though conven- 
ience stores are mentioned by DEA as a market channel included in the study, there 
is no way that an analyst can tell how the major data sources used by DEA actually 
treat the sales of such stores in their role as suppliers of ephedrine and pseudo- 
ephedrine products for sale to the public. Without any documentation, explanation, 
or citation to source data, the report simply states that the convenience store chan- 
nel had less than 0.1 million grams of legitimate OTC ephedrine-based product pur- 
chase needs. 

Development of Independent Estimates of Ephedrine Needs for Convenience Store 
and Related Market Channels. 

Because of this lack of documentation or explanation by DEA of its estimates, and 
the strong view by ACRC members that DEA’s estimate of less than 0.1 million 
grams to convenience stores and other non-mass-merchandiser channels lacked 
foundation, Heiden Associates conducted an independent examination of the need 
for ephedrine-based products in these market sectors. As a starting point, we ob- 
tained from DEA, through the ACRC, a copy of the product code listing used by 
DEA’s contractor for the study, IMS, to develop its estimates. Once we received this 
listing, we asked ACRC industry members to review it. Review by industry mem- 
bers showed that not one of the ACRC member produets was included in 
the initial DEA product inventory used to develop sales estimates for the 
ephedrine and pseudo-cphedrinc needs assessment. This means that none 
of these products was considered to he “in scope” for purposes of develop- 
ment of the DEA needs assessment. Further, ACRC members indicated that 
not one of them had been interviewed or queried by DEA or its consultant 
as part of the needs assessment development process. 

Consequently, since it was clear that DEA and its consultant IMS were not ade- 
quately capturing the sales of legitimately marketed ephedrine-based products, we 
felt it was necessary to work directly with ACRC staff and member firms on a con- 
fidential reporting basis to develop preliminary estimates of ephedrine-based OTC 
products to convenience stores and related channels. Specifically, we asked indi- 
vidual participating manufacturers, importers, and distributors to provide 2005 esti- 
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mates of their total unit sales of ephedrine-based products for medical use and the 
channels through which they distributed these products. We also interviewed ACRC 
Board members to obtain their best assessments of the overall size of ephedrine- 
based product sales to convenience stores, the sector accounting for the largest por- 
tion of ACRC member industry sales. In addition, we consulted various extrinsic 
data sources to develop a profile of the economic importance of convenience stores 
and other non-mass-merchandising distribution channels that appeared not to have 
been adequately captured in the DEA consultant’s study. 

Eight ACRC member firms in all, of varying size and type (manufacturer, im- 
porter, and distributor) responded to our request for relevant sales data. In all, 
these eight firms sold more than 1.5 billion doses of 12.5 and 25 mg ephedrine-based 
products in 2005 to the public. About 80 percent of these sales were made through 
“bricks and mortar” outlets such as convenience stores and small independent gro- 
cers, with the remainder reported through mail order and online channels. Collec- 
tively, these products contained approximately 27,880 kilograms of ephedrine, or 
more than seven times the amount DEA proposed as its preliminary 2007 annual 
needs estimate. 

In reviewing DEA’s own statistical data, it has become clear to me that these 
products are not the major source of diversion for the production of methamphet- 
amine. According to DEA Administrator Tandy’s recent testimony before the Senate 
Foreign Relations Committee: “. . . super labs, which are primarily controlled by 
Mexican drug trafficking organizations . . . are supplying the majority of the meth- 
amphetamine consumed in this country.” The vast bulk of the products found in 
small toxic methamphetamine laboratories are name brand pseudoephedrine cough 
and cold products, such as Sudafed, purchased in large chain pharmacies and mass 
merchandisers. The products distributed by the ACRC and other small distributors 
are off brand combination ephedrine asthma relief products, which are not found in 
these illicit laboratories as a precursor to make methamphetamine. 

How is it possible that the DEA/IMS study missed such a large portion of the 
overall market for ephedrine-based products in its estimates? It is not as if the con- 
venience store and online/mail-order market sectors are inconspicuous: according to 
the most recent source data available, convenience stores and online/mail order 
firms sold an estimated $644 million of non-prescription medicines in 2002, with 
more than 38,000 convenience stores selling non-prescription medicines. 

There are several possible reasons why DEA might have missed so much ephed- 
rine-based product sold through non-mass-merchandising channels. 

First, many of the companies involved in manufacturing and marketing ephed- 
rine-based asthma products are also in the business of producing and distributing 
dietary and nutritional supplements, sales of which are tracked under a separate 
product code than under the code for non-prescription medicines. It is very possible 
that retail establishments might bundle products distributed by ACRC members 
and other similar firms under a product code such as vitamins, minerals, and other 
dietary supplements, or even general merchandise, that is not defined as within the 
scope of the IMS study. 

Second, many convenience stores and independent grocers, particularly smaller 
ones in center city and rural locations still do not have the ability to scan individual 
product purchases. Non-scanning convenience stores are not likely to have been in- 
cluded in the databases used for the DEA needs assessment, which rely heavily on 
scanned data. 

Third, the participants in the DEA needs assessment data base used to track OTC 
drug purchases (Homescan) may have under-represented poorer, lower health status 
households in urban and rural areas, as is sometimes the case with national con- 
sumer market panels that we have worked with in past studies. In this connection, 
it is important to note that it is convenience stores and small retailers in these less 
completely-tracked locations who are most likely to make products available to 
asthmatics where other retailers are non-existent or are open only during daytime 
and early evening hours. IMS does not have the ability to accurately capture con- 
venience store data. 


CONCLUSION 

The lack of access to data that serve as the foundation of the IMS study estimates 
and the sparse, non-transparent, confusing, and in some cases seemingly contradic- 
tory documentation of the procedures used to derive the annual needs assessment 
from these data make it difficult to determine whether the DEA has correctly char- 
acterized the volume of ephedrine requirements for prescription and non-prescrip- 
tion products sold in chain drug stores, large grocery chains, and mass merchan- 
disers. However, it is obvious that the IMS study failed to incorporate any data on 
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ephedrine-based products lawfully marketed by a substantial and economically sig- 
nificant sector of manufacturers, importers, distributors, and retailers who market 
primarily through convenience stores and online/mail-order channels. This failure 
has caused the DEA to propose an unrealistically low preliminary estimate for the 
amount of ephedrine required for legitimate needs in 2007. Should this estimate 
stand as the basis for DEA decision-making, substantial hardships are likely to re- 
sult not only for numerous suppliers in the distribution chain and those who are 
employed by them, but also for the many asthmatics and others in legitimate med- 
ical need who rely on convenience stores and small retailers in locations where other 
retail outlets (such as mass merchandisers) are non-existent or only open during 
daytime or early evening hours. 

We encourage the DEA to revisit this issue and make the data and analysis that 
underpin the IMS study estimates available for review under appropriate restric- 
tions to ensure confidentiality and limit the use of the data. With access to these 
materials, we are confident that we would be able to work with DEA and/or IMS 
analysts to develop a fuller and more complete picture of the market needs for 
ephedrine-based products. 

Mr. Nadler. Thank you very much. 

I will now recognize Ms. Valerie Corral for 5 minutes. 

TESTIMONY OF VALERIE CORRAL, FOUNDER OF WAMM, 

WO/MEN’S ALLIANCE FOR MEDICAL MARIJUANA, DAV- 
ENPORT, CA 

Ms. Corral. Thanks to the Honorable Chair and distinguished — 
it is not on. Thank you. 

There we go, thanks. 

Honorable Chair and distinguished Committee Members, I thank 
you for this opportunity to speak before you today. I am Valerie 
Corral and I am the co-founder of the Wo/Men’s Alliance for Med- 
ical Marijuana, with my husband Mike Corral. 

We reside in Santa Cruz, California. We run a medical mari- 
juana hospice facility and we have done so since 1993. Following 
an automobile accident in which I happened to be in with an air- 
plane, my life changed dramatically. 

I became an epileptic and suffered as many as up to five grand 
mal seizures a day. In the early 1970’s, under the Nixon adminis- 
tration, some research on medical marijuana was being done. How- 
ever, President Nixon’s administration blocked that research. 

But, prior to that, my husband had read in a medical journal 
that marijuana had been successfully used to treat laboratory-in- 
duced seizures in rats. It was really quite unbelievable that mari- 
juana might control the seizures that I was experiencing, when 
FDA-approved medicines could not. In fact, I did not believe it, at 
first. 

As time passed, our experience led us to quite a remarkable heal- 
ing, if you will. I still experience some difficulty, neurological prob- 
lems. However, I don’t have seizures. 

This also led us to work more broadly in our community. People 
who lived in our community contacted us about the possibility of 
working with them, and we began this small outreach program by 
growing a collective garden of medicine in which our members or 
their caregivers participated. 

This is quite remarkable — over the 14 years that we have con- 
ducted our operation, 189 of our members have passed. That gives 
me, while not the experience of dying, quite a remarkable experi- 
ence, that which most people don’t have the opportunity to partici- 
pate in. 
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And what we found is that each of our members — and not every- 
body that comes to WAMM finds marijuana to be a useful medi- 
cine. However, those that stay with us do. 

These 189 people, of which I have been at the bedside of more 
than 100, tell us that maijuana works. And while Dr. Murray has 
expressed in his testimony that patients say we feel better, I ask 
the Committee, isn’t that really what every doctor asks? Do you 
feel better? Is the medicine working? And when we say yes, doctors 
believe us. Why not with this medicine? 

When I received confirmation that I would be here today speak- 
ing before you, I was at the bedside of a dear friend of mine of 
more than 30 years. Little did I know that she would become a 
WAMM member. 

She lay dying of ovarian cancer. She is the single mother of a 15- 
year-old daughter. That child grew up in our collective, respecting 
her mother’s medicine, understanding the difference between an 
abuse and a recreational drug and a very important, life-altering 
medicine, pain-relieving medicine. 

In a word, I cannot call the members of my community liars. We 
have worked diligently since the early 1990’s on State law, on 
county law and on city law. We work very close with law enforce- 
ment. We are transparent in our work and we offer medicine at no 
cost. 

We have changed the laws in each governing body, very slowly, 
but it has worked. We have convinced people of our truth by living 
in this transparent reality. 

In 2002, the DEA raided our small collective, arresting both my 
husband and myself and this set our members into a panic, as you 
might imagine. Yet, while illness is a great enemy, fear is even 
greater. And we continued our work, as we do to this day. 

It is not that we wish to break the law, for surely we do not. We 
have made every effort to change it. 

I ask for a few things here today. One is that I realize that I 
can’t change America. I know that. But there are simple things 
that we can do to relieve human suffering. 

When you stand next to a person who is dying, and I suspect 
that all of you have had an experience, or will, that it changes you. 
You do what you can to relieve that suffering. 

We use allopathic medicines, pharmaceuticals, of course. They 
are remarkable pain relievers and assist people in expanding their 
lives. 

But what we ask here today is that you stop the aggressive an- 
tics of the DEA against sick and dying people, because that is what 
we are. Stop the raids. Allow research to continue. Allow the re- 
search to continue that the DEA is blocking in the Craker case, for 
instance, because only you can do that. 

We offer you our testimony and we offer you the truth, and we 
ask that you allow us the opportunity to relieve our suffering, be- 
cause only can do that. 

Thank you. 

Mr. Nadler. Time of the witness has expired. You may conclude. 

Ms. Corral. That is it, and thank you so much. 

[The prepared statement of Ms. Corral follows:] 
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Prepared Statement of Valerie Corral 

Mr. Chairman, distinguished members of the committee, I thank you for inviting 
me to speak today. 

Upon receiving confirmation that I would have the privilege to appear before you, 
my elation was tempered only by exhaustion. For three nights I have had the honor 
of caring for my beloved friend, a member of WAMM, the medical marijuana hospice 
that I co-founded, and medical marijuana patient who is nearing the end of her 
struggle with ovarian cancer. She is the single mother of a 15-year-old daughter, 
and today she lays dying at her home in Santa Cruz. As I stood by her bedside, 
the impact struck me deeply, and the importance of this opportunity grew pro- 
foundly tangible. It is difficult to deny personal experience, and having repeatedly 
witnessed the relief of suffering in hundreds of my dying friends leaves little room 
for doubt. 

Today, thousands of seriously ill Americans face arrest and prosecution at the 
hands of the federal government. Why? Because our doctors recommend a medicine 
that is condemned without evidence. Science does not form the basis of the irra- 
tional decision to hold this medicine hostage. Yet, sick and d 3 dng Americans are 
willing to risk imprisonment because suffering is a greater enemy than the fear of 
our own government. We rely on the medicinal properties unique to marijuana to 
help us cope with a variety of debilitating diseases, including AIDS, cancer, epilepsy 
and multiple sclerosis. Marijuana provides otherwise unattainable relief from an 
array of unbearable symptoms, such as chronic pain, intractable vomiting and mus- 
cle spasticity, as well as from the side effects of allopathic drugs, pharmaceuticals 
that cause addiction, nausea and confusion. This simple medicine allows seriously 
ill people to gain a measure of control over symptoms and, in turn, the ability to 
affect the circumstances of death. 

Despite the testimony of thousands of patients and doctors, coupled with a tome 
of scientific research confirming marijuana’s medical value, our government, specifi- 
cally the Drug Enforcement Administration (DEA), remains married to subversion 
in its denial of a state’s right to protect its seriously ill citizens. It is not the purpose 
of government to st 3 miie medical science, but to avail itself to the gathering of 
knowledge as it seeks to create a compassionate response to the ills of a nation and 
its people. Devoid of scientific rationale, the federal intransigence toward medical 
marijuana appears to be rooted in the political calculations of the “War on Drugs.” 
Can our elected officials ignore an ever-growing patient force that decries the callous 
antics of a government which puts politics before people’s lives? 

On March 23, 1973, at the age of 20, I suffered a severe closed head trauma in 
a serious automobile accident, and my life was changed forever. As a result of the 
accident, I began to suffer as many as five gran mal seizures a day. When I began 
to convulse, my parents would hold me on the floor while I foamed at the mouth 
and lost control of my bladder, urinating all over myself. During the seizures, I had 
no conscious control over my body, my mind or my being. Following the seizures, 
I typically slept for several hours and would wake up in tremendous pain with no 
memory of the seizures. 

Doctors prescribed a myriad of anticonvulsants and pain medications. But the 
medications did not prevent the seizures and only minimally reduced my pain. Since 
phenobarbital and Dylantin offered little reprieve from the convulsions, my doctors 
added more prescription medications to my regimen. They prescribed a crippling 
anti-epileptic drug called Mysoline along with Percodan and Diazepam for pain. I 
did not fare any better with these medications. Each left me drunk with side effects 
and failed to alleviate my seizures. No medication or treatment offered me any hope. 

These anti-convulsant and pain medications also sedated me to the point that I 
lived in a near vegetative state. My parents described me as “catatonic.” I felt like 
I was living under water. I was wholly dysfunctional. Friends and family had to re- 
mind me to eat. I could not think clearly. I slept fitfully. My doctors changed my 
medications and tried different dosages, but the seizures continued to strike with 
little warning. The medications affected my vision, disabling my ability to read. 
They also affected my joints and connective tissue, my kidneys and liver, and they 
depleted my white blood cells, diminishing my immune system and rendering me 
vulnerable to viruses. I constantly battled ordinary colds and flus, which often re- 
sulted in hospitalization. 

Eventually, I became physically dependent on my medications. I descended into 
a deep pharmaceutical darkness that paralyzed me. I could not work. I discovered 
that I could not even cross the street by myself after an incident where I walked 
into oncoming traffic. On another occasion, I nearly drowned while taking a bath. 
I could not complete the simplest of tasks. Family and friends would not leave me 
unattended, because at anytime I could have been overcome by a seizure and injure 
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myself. I spiraled into the isolation resulting from both the illness and the only 
drugs available to treat it. I survived this way for more than two years. 

Meanwhile, my husband and caregiver, Mike Corral, scoured scientific and med- 
ical journals for a sign of some promising new therapy. His thorough research un- 
covered information that changed my life forever. He found an article published in 
a medical journal in the early 1970’s, discussing marijuana’s ability to control lab- 
oratory induced seizures in rats. This revelation, though hard at first for us to be- 
lieve, offered a rare glimmer of hope. I yearned for any alternative to the powerful, 
debilitating prescription drugs and the ravages of the seizures and pain that con- 
sumed me. I obtained a small amount of marijuana and found that smoking it di- 
minished my seizure activity almost immediately. Mike and I carefully figured out 
how much and with what frequency I should use medical marijuana to stave off my 
symptoms, and I adhered to that religiously. Whenever I felt an aura (the premoni- 
tory sensation that often precedes a seizure), I smoked a little more. To our amaze- 
ment, it halted the onset of convulsions. 

For the next two-and-a-half years, I slowly decreased the dosages of my various 
prescription drugs and finally stopped my anti-convulsants altogether. The only 
medication that I continue to rely on is marijuana. It controls my seizures and re- 
stores normalcy to my life. I can now do virtually everything that I did before my 
accident. I still experience neurological problems, but I live seizure-free because I 
use medical marijuana. 

My personal experience with medical marijuana led me to share what I had 
learned with other patients, allowing me to again and again witness the benefits 
of medical marijuana firsthand. A particular patient, Harrold Allen, comes to mind. 
He was diagnosed with pancreatic cancer and given a prognosis of six months to 
live. His illness did not only devastate his health, it robbed him of his ability to pro- 
vide for his family. Financially, he had to rely solely on state disability funding, 
which was not enough to pay for his prohibitively costly medication. Consequently, 
he lost everything, including his home, his automobile and family heirlooms. He 
reached a point where he was taking 42 Dilaudid per day. He substituted medical 
marijuana for the narcotics he was taking and within one day he ceased all narcotic 
use, without experiencing any withdrawal. His doctor once told me how astonished 
he was at the success of medical marijuana in Harrold’s case and that he completely 
supported this alternative treatment. The miracle is that Harrold Allen lived six 
years beyond his prognosis. 

It is because of just such experiences that, in the Spring of 1993, Mike and I co- 
founded the Wo/Men’s Alliance for Medical Marijuana, WAMM, our hospice care 
community comprised of patients who rely on medical marijuana to quell the symp- 
toms of grave illness. WAMM grew to a membership of 250 patients, mostly termi- 
nally ill. In the 14 years since our inception, 189 WAMM members have died — near- 
ly one per month. Our collective serves as a critical support group for members and 
families who gather at our weekly meetings. Our members are as diverse as disease 
itself; still an intimate relationship with illness is the very thing that unites us. 
WAMM is committed to working in accordance with state law and in partnership 
with our local community and law enforcement agencies. 

Unfortunately, the federal government seems to determined to sabotage our ef- 
forts. Both WAMM and the course of my own life were irrevocably changed the day 
the DEA focused its wrath on our small collective garden in Santa Cruz, California. 
Their target . . . Mike and me. 

Early in the morning on September 5, 2002, Mike and I were awakened by the 
sound of approaching vehicles. With no warning, 20 to 30 armed DEA agents broke 
into our home with terrifying and overwhelming force. Yelling, with guns drawn, 
they commanded us to lie on the floor. They cuffed us and held guns to our heads. 
A paraplegic WAMM board member who sleeps with an assisted breathing device 
was sta3dng at my home. She was awakened at gun-point by five agents, hand- 
cuffed, and ordered to stand, which she is physically incapable of doing. Officers 
brought me to the other house on the land, leaving my friend behind. Knowing the 
severity of her condition, I pleaded with them to remove her handcuffs and bring 
her to where we were being detained. Eventually they did so and I noticed that she 
was experiencing difficulty in breathing. She mentioned that she was also experi- 
encing chest pain and her blood pressure was dangerously high. 

The officers proceeded to our collective garden, used to cultivate medical mari- 
juana, and tore from the ground and seized 160 of WAMM’s marijuana plants and 
seven plants growing in my personal vegetable garden. They also seized numerous 
allotments of marijuana that had been pre-sorted for correct patient dosages and 
were kept in assigned envelopes. Additionally, they took various pieces of property 
including personal laptops, and photographs. The confiscation of WAMM’s medicine 
has had a devastating effect on our ability to serve patients and to mitigate suf- 
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fering. In addition, WAMM members have expressed fear that our government will 
commit additional acts of reprisal against us because of our visibility. To date, nei- 
ther Mike nor myself have been officially charged with any crimes stemming from 
the raid. It is worth noting that at the time of the raid all of WAMM’s activities 
remained in full accordance with state law. 

Following the DEA raid Santa Cruz County Supervisor Mardi Wormhoudt echoed 
the sentiments of our community when she said, “It is not reassuring to me to know 
that federal agents, instead of concentrating on issues of national security, are run- 
ning around the mountains of Santa Cruz County disrupting the work of people who 
provide a valuable medical resource to the community.” 

In fact, both the City and the County of Santa Cruz County have signed on to 
our lawsuit against the federal government challenging the constitutionality of the 
DEA raid and seeking an injunction against future raids and arrests. The City of 
Santa Cruz has further enacted an ordinance establishing a mechanism for the pro- 
vision of medical marijuana to qualified patients as an official government function. 
The ordinance becomes effective when federal sanctions are granted. 

The situation in Santa Cruz offers a microcosm of the current tensions between 
the federal prohibition of medical marijuana and the will of the American people 
as expressed through mounting medical marijuana voter initiatives. Throughout our 
nation, patients and doctors, cities and states, are grappling with a means to pro- 
vide medical marijuana to those in need. Twelve states have enacted legislation pro- 
tecting qualified patients under state law, and more are destined to follow. But 
rather than allow the states to serve as laboratories for the federal system, current 
federal policy prevents states from establishing legitimate medical marijuana infra- 
structures — no matter how safe or secure such systems may prove. This leaves pa- 
tients and state elected officials adrift in a legal morass — confident that medical 
marijuana is medicine, but blocked by federal law from following the recommenda- 
tions of doctors and the will of voters. There is a solution to this dilemma provided 
by a piece of legislation soon to be considered by the House of Representatives: the 
Hinchey amendment. 

The Hinchey medical marijuana amendment to the Commerce, Justice, Science 
Appropriations bill, sponsored by Congressman Maurice Hinchey (D-NY), would bar 
the Department of Justice, specifically the DEA from using funds to interfere with 
state medical marijuana laws. Under Hinchey, patients would no longer fear raids, 
arrests or prosecutions for using medical marijuana in compliance with state law. 
The Hinchey amendment would allow states to chart their own course on medical 
marijuana, instituting policies to best protect local patients and reflect the wishes 
of local communities. 

A second, longer-term federal fix to the medical marijuana impasse was actually 
signaled by Supreme Court Justice Stephen Breyer during oral arguments in 
Gonzales v. Raich — a Supreme Court case challenging the federal prohibition on 
medical marijuana. Justice Breyer suggested that patients ask the Food and Drug 
Administration (FDA) to reclassify marijuana for medical use as “the obvious way 
to get what they want,” adding, “Medicine by regulation is better than medicine by 
referendum.” Unfortunately, the route suggested by Justice Breyer is currently 
closed. 

For 40-years the federal government has maintained a monopoly on the supply 
of marijuana available for scientific research. Through this monopoly, the govern- 
ment has prevented any research aimed at taking marijuana through the estab- 
lished FDA regulatory system by simply denying marijuana to those attempting to 
conduct such studies. Efforts to develop marijuana as a legal, prescription medicine 
have been effectively hamstrung. 

Incredibly, marijuana remains the only Schedule I drug that the DEA prohibits 
from being produced by private laboratories for scientific research. Other controlled 
substances, including LSD, MDMA (also known as “Ecstasy”), heroin and cocaine, 
are available to researchers from DEA-licensed private laboratories. 

In contrast, the National Institute on Drug Abuse (NIDA) constitutes scientists’ 
sole source of marijuana in the U.S. This monopoly exists despite NIDA’s inherent 
conflict of interest due to its mission to study the harmful effects of drugs of abuse. 
Further undermining its position as marijuana gatekeeper, NIDA has been criti- 
cized for its repeated refusal to make marijuana available for privately funded FDA- 
approved research seeking to develop smoked or vaporized marijuana into an FDA- 
approved prescription medicine. Researchers also report that marijuana available 
through NIDA is of poor quality and variety and is not optimized to meet FDA 
standards for prescription drug development. 

As the situation currently stands, due to an inability to secure marijuana to re- 
search its development as an FDA-approved prescription medicine, privately funded 
scientists in the U.S. are entirely blocked from conducting such research. Con- 
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sequently, pharmaceutical companies are effectively barred from the standard re- 
search path that would enable the FDA to determine whether marijuana should be 
brought to market as an approved prescription medicine. 

This illogical arrangement is fundamentally responsible for muddying what would 
otherwise be a rather clear-cut discussion: If marijuana is an effective medicine for 
a variety of debilitating ailments, then why not simply develop it as a prescription 
medication through the accepted pharmaceutical regulatory framework? It is be- 
cause this framework, available to all other substances, controlled or otherwise, is 
effectively closed to marijuana. The federal government bas created a marijuana ex- 
ception. 

Thankfully, change is in the air. On May 15, DEA Administrative Law Judge 
Mary Ellen Bittner officially forwarded to DEA Deputy Administrator Michele 
Leonhart her final recommendation in support of University of Massachusetts-Am- 
herst Professor Lyle Craker’s almost six-year-old petition to cultivate marijuana for 
use in privately funded EDA-approved studies. 

Simply put. Professor Craker is seeking a license from DEA to cultivate mari- 
juana that would be used by other scientists in privately funded, FDA-approved 
studies aimed at developing marijuana as a legal, prescription medicine. 

On February 12 of tbis year, following nine days of bearings, testimony and evi- 
dence from botb sides, including from researchers who reported that the government 
denied their requests for marijuana for use in FDA-approved research protocols. 
Judge Bittner concluded that, “NIDA’s system for evaluating requests for marijuana 
has resulted in some researchers who hold DEA registrations and requisite approval 
from [HHS and EDA] being unable to conduct their research because NIDA has re- 
fused to provide them witK marijuana. I therefore find that the existing supply is 
not adequate.” She added, “Respondent’s registration to cultivate marijuana would 
be in the public interest.” 

Unfortunately, Judge Bittner is not tbe final arbiter. The Judge’s opinion serves 
as a recommendation to DEA Deputy Administrator Michele Leonhart, who will 
make the final call. It is imperative that Deputy Administrator Leonhart be made 
aware of the need to follow the recommendation of the DEA’s own judge and grant 
Professor Craker’s application. After all, if marijuana is a legitimate medicine, 
would it not be logical tbat it be allowed witbin the FDA’s established regulatory 
framework. If it’s not, what’s the harm in finding out through legitimate, unob- 
structed scientific studies? 

And has not the federal government already acknowledged marijuana’s medical 
efficacy? To this day, a federal program established in 1978 provides government 
grown marijuana to seven patients. This FDA-administered Investigational New 
Drug program was closed to new applicants in 1991 due to a massive influx of appli- 
cations stemming from the AIDS crises, which the program was not designed to 
handle. In addition, the FDA has approved the cannabinoid drug Marinol. Marinol, 
which contains dronabinol, an analog of Delta 9-tetrabydrocannabinol (THC), is pre- 
scribed as an appetite stimulant, primarily for AIDS, chemotherapy and gastric by- 
pass patients. 

The fact is that marijuana is an extremely effective treatment for many serious 
ailments. As documented by a recent, rigorous and unassailable double-blind study 
conducted by Dr. Donald Abrams at the University of California at San Francisco 
that found smoked marijuana to be extremely effective at relieving tbe intense pain 
of a debilitating condition known as peripheral neuropathy, which often afflicts 
AIDS patients as well as those suffering with diabetes or multiple sclerosis. This 
study leaves no doubt that marijuana can safely ease this type of pain, which is 
often unresponsive to powerful narcotics like morphine and OxyContin. And of 
course, the study necessarily utilized government-supplied marijuana of notoriously 
poor quality — as all such research in the U.S. must currently do — and so likely 
underestimates marijuana’s medical benefit. 

As Lester Grinspoon, an emeritus professor of psychiatry at Harvard Medical 
School, recently wrote in the Boston Globe, “Marihuana is effective at relieving nau- 
sea and vomiting, spasticity, appetite loss, certain types of pain, and other debili- 
tating symptoms. Aud it is extraordinarily safe — safer than most medicines pre- 
scribed every day. If marijuana were a new discovery rather than a well-known sub- 
stance carrying cultural and political baggage, it would be hailed as a wonder drug.” 

It is unconscionable for federal agencies to continue to put politically expedient 
promotion of reefer madness before irrefutable medical science and the will and best 
interest of the American people. The well-being of thousands of seriously ill Ameri- 
cans backed by the opinion of the vast majority of their countrymen demands that 
medical marijuana be freed from federal interference. 

Mr. Nadler. Thank you very much. 
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We will now recognize 

Ms. Reynolds. Siobhan. 

Mr. Nadler. Siobhan. 

Ms. Reynolds. It is Siobhan. 

Mr. Nadler. Ms. Siobhan Reynolds, for 5 minutes. 

TESTIMONY OF SIOBHAN REYNOLDS, PRESIDENT, 

PAIN RELIEF NETWORK, SANTA FE, NM 

Ms. Reynolds. Thank you, Mr. Chairman, Mr. Ranking Member, 
Members of the Committee. 

I am not going to go into the really sad story of my husband’s 
death and everything that we endured leading up to it. It is in my 
testimony, and I hope you will read it. 

What I am going to go into is how my community perceives the 
DEA’s behavior over the last 12 years, specifically, really, though, 
since 2001, and ask you to intervene and to stop what we feel is 
an outrageous crackdown on the medical treatment of pain. 

The DEA contends that they only prosecute 0.01 percent of reg- 
istrants. However, that is a misleading figure, because a very small 
number of registrants prescribe opioid medicines and an even 
smaller number would prescribe in doses that would relieve serious 
pain. 

So the actually number of doctors who are arrested is far greater, 
when you look at the correct denominator, which this leads me to 
my next point, which I think is really the most important point. 
This is a government agency that plays fast and loose with the 
facts, uses incredibly inflammatory rhetoric, talks about crime and 
addiction and dependence and puts them all together and maybe 
has no cognizance of the fact that this all ultimately falls on and 
stigmatizes very, very sick people. But that is in fact what hap- 
pens. 

So people go to their doctors or they go to their pharmacists. And 
the fear that physicians actually have toward the DEA is expressed 
as hostility and brutality toward patients. There are several arti- 
cles that I could show you in medical journals, one in particular 
that I gave to the Committee, called “Pitfalls in Pain Manage- 
ment,” where it is very openly discussed that physicians who treat 
pain view their role as very much prison guards, or captors, of pain 
patients. 

Now, Congressman Forbes, I just wanted to address the under- 
lying assumption that you expressed, in that you think it is impor- 
tant to treat pain, but we have to not interfere with the underlying 
goals of drug control, or something like that. 

I just want to say that I think that that fails to respect the idea 
that our country was founded on, which is that each individual 
matters and that the individual in this country is sovereign. And 
what is happening is that people are being sacrificed to this goal, 
which it seems to me to be illusory and un-winnable. 

I don’t know if you can imagine what it is like to have your hus- 
band or your wife or your son or your daughter sacrificed to an un- 
winnable goal. But, when you are an American, at least for me, I 
thought that my individual existence and that of my loved ones 
and my countrymen really did reign supreme. 
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And so here I am, bringing you evidence that 10 million Ameri- 
cans live in out-of-control pain, and that was prior to the Bush ad- 
ministration crackdown, so we have no idea how bad it is now. And 
you have to realize that there are no suicide statistics kept in the 
United States for people who commit suicide as a result of un- 
treated pain. 

We see untreated pain pushing the assisted suicide agenda, we 
see untreated pain causing enormous costs to the medical commu- 
nity. We see physicians maybe unwittingly, but taking advantage 
of patients who would otherwise choose to treat their pain instead 
of, for instance, having extensive surgeries or what not. 

So I just want to say that there are tremendous consequences to 
the actions that are taking by the Drug Enforcement Administra- 
tion and I think that if we are going to take a responsible view and 
the country is going to look at what is genuinely going on here, 
that you will allow my community to speak out and to make what 
is happening known. 

And that is that people who are in pain are being set upon by 
SWAT teams and we really need your support and we are asking 
you to put an end to it as soon as possible. Thank you very much. 

[The prepared statement of Ms. Reynolds follows:] 
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Prepared Statement of Siobhan Reynolds 


Testimony of Siobhan Reynolds, Founder of Pain Relief Network 
Before Flouse Judiciary Committee on DEA Oversight 
7/12/07 

Mr. Chairman and members of the committee. Thank you for asking me to speak on the 
current situation facing patients in chronic pain. We come to you seeking your protection 
from the Drug Enforcement Administration, an agency out-of-control, an agency that has 
demonstrated no respect for the rights of ill Americans, nor for the rule of law itself 

My name is Siobhan Reynolds and I head the Pain Relief Network. My late husband Sean 
Greenwood and I founded PRN in order to oppose and speak out against the DEA’s 
crackdown on pain treating physicians, a crackdown that kicked into high gear 
immediately following the tragic events of September 1 1**' 2001. 

While most Americans began to pull themselves together and readjust their thinking to a 
dangerous new world, we in the pain community, patients, their families, doctors and 
their families found ourselves set upon by the full force of the police powers of the 
Federal government, led in the main, by the DEA under administrator Karen Tandy, It is 
fair to say that we have, indeed, been the victims of a reign of terror, instigated and 
implemented by agents of our own government. 

We have, until now, been unable to persuade our elected officials to listen to our 
grievance and have, as a result, suffered a constant and unrelenting onslaught; an 
onslaught, which has claimed many innocent and valuable, lives. Additionally, many of 
our nation’s finest and most compassionate physicians have been sentenced to prison 
terms exceeding three decades. Yet all of this is merely the tip of the iceberg, for the most 
scandalous part of this shocking tale is that the DEA’s actions have served to warn the 
rest of the medical community not to treat serious pain in all its forms. 

Perhaps you think that if you, or a member of your family were to have a car accident, 
suffer ongoing pain after a surgery, or contract cancer, that doctors would be able to tell 
that you or your loved one really needed the medicine and that the medicine would be 
made available. The terrible truth is that you would be wrong. All the available evidence 
shows us that we are, in fact, living in an ongoing and worsening medical crisis as 
concerns the undertreatment of pain. 

When Ms. Tandy brandished that bag of pills at a press conference in spite of the fact she 
had been warned of the dire consequences of her actions, she indeed sealed the fate of our 
most vulnerable citizens. Since then, Americans in pain have been subject to the excesses 
of a law enforcement free-for-all. Moreover, profiteering and exploitation are rampant: 
Patients are being forced to try new and dangerous drugs rather than being allowed to 
choose the safe and effective opioid medicine, the medicines in use for thousands of 
years to treat pain. Patients are rarely told that they will not find effective care, but are 
instead shuttled from clinic to clinic, in a kind of death march, their Medicare or 
insurance policy sucked dry of whatever benefits are available to the medical system, 
surgeons and physical therapists, psychologists and “addictionologists” along the way 
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In order for your to get the full picture of what has occurred and is occurring right now, I 
will offer you a brief synopsis of the history of pain care, or rather the lack thereof under 
drug prohibition. For while the Harrison Narcotics Act and The Controlled Substances 
Act were promulgated with the stated, and 1 believe sincere intention of exempting 
medical pain treatment from Federal criminalization, our medical culture was perverted 
by enforcement actions taken against physicians and has been deeply and perhaps 
permanently damaged as a result. 

After a major crackdown in the 1920’s and 30’s which put thousands of physicians in 
prison, the treatment of pain became something physicians simply didn’t do; hospital 
corridors and emergency rooms rang out, and do to this day, with the anguished screams 
of people in pain whose plaintive wails fall on the deafened ears and hardened hearts of 
medical professionals. 

Back in the late 1990’s when the FDA and DEA collaborated with academic pain 
medicine to encourage American doctors to go ahead and treat pain, assuring them that 
the coast was clear, the climate began to change for the better and a few patients began to 
get care. Together, the DEA and the leadership of academic medicine codified an 
agreement called the FAQ, a document we have submitted as an exhibit to the committee. 
This document was introduced with much fanfare, to give physicians and DEA agents 
alike guidance about what does and does not constitute the treatment of pain under the 
new medical approach which allowed for high doses 

While the DEA reneged on this agreement once it became clear that physicians might 
rely on it in Federal courtrooms, pulling it off government and collaborating websites, the 
academic doctors were unable to recognize the agencies' apparent bad faith and change 
course to defend their patients against the government. Instead, they advocated the 
implementation of harsher and more onerous patient control and patient selection 
modalities that further enmeshed the practice of pain medicine with law enforcement 
imperatives. 

Doctors who do continue to treat serious pain-and they are now very rare indeed-have 
been forced to collaborate with gun toting agents against the interests of their patient’s 
privacy, health and dignity. Across America, a few tiny clinics dot our cities, the doctors 
quake in fear, and the patients in pain are being treated as sub-human, people without 
human or civil rights, always a hair’s breadth away from losing care they need to work 
and take care of their families. With video cameras installed, and patients forced to sign 
contracts wherein they supposedly give their consent to doctors to withdraw treatment 
should the doctor find himself spooked, no matter the consequences to the patient’s 
health, we are living in a country 1 do not recognize as my own. 

We, the citizens of the United States of America, are suffering under the police state of 
medicine. And as all of this is happening within the doctor/patient relationship, under 
cover of the US War On Prescription Drug Abuse, the brutalization of our ill population 
is unseen, their weakened voices barely audible. However, their degradation is deeply 
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felt, indeed, many patients in pain have not survived. We are here from PRN, in the 
memory of those who have died, and most urgently on behalf of those who cling to life to 
ask, most sincerely, for your help in stopping this as soon s possible. 


My husband, Sean and our entire family along with him, suffered under the medical 
culture of non-treatment for over ten years before we found Dr. William Hurwitz. Sean 
suffered with an extremely painful congenital connective tissue disorder that affected all 
of his joints. It was under Dr. Hurwitz’s care that Sean, for the first time, was able to get 
his pain under actual control, so that he could function in anything like a normal capacity 
within our family. It wasn’t long, however until Dr. Hurwitz’ s office was raided and all 
the records seized- the prosecutors claiming that the entire practice was, and I quote, 
“polluted” and that they would “root these doctors out like the Taliban.” 

General searches of private patient records began to take place all over the country, 
physician’s assets were seized prior to trial, and physician after physician went down on 
drug trafficking convictions. It wasn’t much later that the DEA actually published in the 
Federal Register that they were planning to investigate doctors who treated pain, merely 
to assure themselves that no crime was being committed. As a result, Sean and only God 
knows how many other patients nationwide were unable to get any other doctor to treat 
them with the dosages that worked for them. People needing orthopedic surgery, 
veterans, or children dying of cancer were and are increasingly shut out of care by 
doctors who were being conditioned, terrorized in fact, out of treating pain responsibly. 

As you are undoubtedly aware, the Controlled Substances Act was not intended to usurp 
the regulation of medicine, but was, instead, supposed to be used to address those rare 
instances where a doctor used his prescription writing privileges to deal drugs as opposed 
to treat pain. Unfortunately, as government lawyers admitted early on in the Oregon vs. 
Ashcroft case. Department of Justice prosecutors have in fact been prosecuting doctors 
based on their subjective views as to how medicine out to be practiced, and appear to be 
quite un-conflicted about it. When District Court Judge Robert Jones asked the 
government to support their contention that they had the authority to regulate the practice 
of medicine in the state of Oregon using the criminal code, they offered the following: 

“Although the Committee is concerned about the [in] appropriateness of federal 
prosecutors determining the appropriate method of the practice of medicine, it is 
necessary to recognize that for the last 50 years this is precisely what has happened, 
through criminal prosecution of physicians whose methods of prescribing 
narcotic drugs have not conformed to the opinions of federal prosecutors of what 
constitutes appropriate methods of professional practice. Defendants’ 

Memorandum, pp. 16-17....” Oregon v. Ashcroft, 192 F. Supp.2d 1077 (2002) 

Here, the Department of Justice admits that they enforce the law capriciously and without 
regard for the limits dictated by the requirements of Federalism. Gentlemen, T ask you, 
are these attorneys unaware that our country was designed with a Federalist structure in 
order to prevent precisely the kind of tyranny that we currently endure? 
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Under Attorney General Ashcroft and Attorney General Gonzales the entire Federal 
police apparatus got into the act, even going so far as to tout the number of Federal 
agencies involved in one case, as if this fact alone were validation of the heinousness of 
the “crime” that had been “committed”. So that even while the Justice Department 
lawyers were being told by Federal courts all the way up to the United States Supreme 
Court that they did not possess the authority to regulate medical practice using the 
criminal code, they continued to pursue this policy of prosecuting doctors using so-called 
expert medical testimony to define the crime. 

The situation got so bad, that the National Association of Attorney’s General issued two 
letters asking the DEA to stop exacerbating the situation. But we never saw any official 
body hold a news conference to denounce what we all knew was going on. Academic 
medicine remained silent, as did the FDA and the addiction bureaucracies, the “medical 
ethicists” even the “pain foundations” that are really fronts for pharmaceutical companies 
refused to spealr out: too many Federal dollars at stake, presumably. 

It is a shocking but telling fact that our government does not keep track of the number of 
people who commit suicide because they can no longer endure their pain; this despite the 
fact that we know that prior to the Bush Administration crackdown, there were an 
estimated 10 million Americans struggling to live in out-of control pain. When we at 
PRN held press conferences and announced our outrageous predicament, introducing the 
press to patients and doctors, patients who had been labeled as “addicts” and refused care, 
doctors who had since been exonerated and who had joined together to speak out against 
this madness, the press remained silent. People in pain, and there are so very many of 
them, have become a silenced, desperate, and terrified minority. 

This has all happened “under the radar” because the medical profession and the media 
have heretofore viewed SWAT raids on medical clinics as examples of law enforcement 
doing its job, rather than as evidence that their own government was systematically 
abusing a highly vulnerable population of patients. Nothing we said could cause the 
scales to fall from their eyes. And that appears to be due at least in part to the fact that as 
defined by the Controlled Substances Act, a pain patient crying out in need of more relief 
is virtually indistinguishable from a drug addict. 

The term "addict" means any individual who habitually uses any narcotic drug so as to 
endanger the public morals, health, safety, or welfare, or who is so far addicted to the 
use of narcotic drugs as to have lost the power of self-control with reference to his 
addiction. 21 USCS Section 802(1996) 


And so, as Justice Louis Brandeis so eloquently remarked on the inadvisability of witch- 
hunting, “Men feared witches and burnt women.” 
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America was, and is, happily hunting addicts, but for the most part, we are actually 
hunting patients in pain. 

My husband Sean died in a hotel room in Arkansas last August 23, 2006. He appears to 
have succumbed to a cerebral hemorrhage that resulted from out-of-control blood 
pressure due to the years he suffered in out-of- control pain. The paramedics who came 
to our room the evening before, refused to assure me that his pain would be treated were 
he taken to the hospital. They even told me that his dilated and fixed pupils were 
symptoms of drug addiction and that they planned to “detox” him at the hospital. As we 
had some pain medicine on hand, due to the heroism of Dr. Robert Kale, his final doctor, 
to whom we had driven a thousand miles in the August heat, Sean was at least 
comfortable. I decided, therefore, to let him die with us, and sent the supposed medical 
professionals on their way. 

As he slipped ever further into a coma, he asked me to help him and I told him I was. But 
the truth was, 1 could not help him because there was no one left out there who would 
help. 

After struggling for years to save him, spending all my family’s resources to do it, I 
realized that 1 had come up short. My 15-year-old son Ronan, who sits behind me today, 
lost his father because his government had intimidated his father’s doctors out of taking 
care of him. What do I tell him, has come of his country? 

Gentlemen, we have no one to turn to but you. The community T represent desperately 
needs your intervention. People in pain and their families are being run to earth. I am 
happy to answer any questions you might have about this terrible crisis. 

Siobhan Reynolds 
July 9, 2007 
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Mr. Nadler. Thank you. 

And we will now recognize Mr. John Flannery for 5 minutes. 

TESTIMONY OF JOHN FLANNERY, ATTORNEY, CAMPBELL, MIL- 
LER, ZIMMERMAN, PC, AND AUTHOR OF “PAIN IN AMERICA— 

AND HOW THE GOVENMENT MAKES IT WORSE!”, LEESBURG, 

VA 

Mr. Flannery. Thank you, Chairman Nadler and Ranking Mem- 
ber Forhes and the rest of the Committee and those in attendance 
today. I want to thank you for giving me an opportunity to address 
this critical issue. 

I want to commend the Committee and the Congress for showing 
oversight of DEA. For too long, the DEA and the department in 
which it serves has not heen held accountable for its acts. And I 
want to commend you for taking a look at these very difficult 
issues. 

The title of the hearing, which is the regulation of medicine by 
DEA is an apt one. Unfortunately, it is an apt one and DEA has 
been regulating medicine. For them to come here and say that they 
don’t know it means that they either are consciously doing it or 
recklessly doing it. And I can’t believe they are doing it recklessly, 
because we see the quality of people who work at the department. 
And that means there is an ideological purpose in regulating medi- 
cine. They do not approve of certain medical practices. And, if that 
is it, they should bring it to the Congress and tell us why, with sta- 
tistics and explanations, because then it should be a formal policy 
rather than the secret one that it is presently. 

We had a comment earlier that we are not here to deal with com- 
passion. Well, I do not understand what a democratic government 
does if its policies do not reflect policies that show compassion and 
fairness and justice. And the DEA has become the resident location 
of a policy that lacks compassion, has a very harsh effect that is 
compromising the health of Americans and has been doing so for 
years. 

We have fewer physicians in this country who dare treat chronic 
pain than at any other time in the last 50 years. And we have a 
population that is living longer and more susceptible to pain and 
more in need of treatment and pain medication than at any other 
time, perhaps, in American history. 

And, at this point in time, we have to look at the underlying en- 
forcement structure. Because if the underlying enforcement struc- 
ture is not addressing crime and it is addressing and compromising 
our health instead, then it has to be reformed or it has to be re- 
placed, but it cannot be suffered any longer. 

We have seen in this country, and the DEA doesn’t recognize 
this, a paradigm shift in our medical treatment. We used to think 
of medicine, if you want to compare it to the industrial age, in 
terms of mechanical things. But, increasingly, it has become chem- 
ical. It has become digital. It is even more microscopic, which re- 
flects a much more sophisticated kind of machinery. But we don’t 
see a reflection of this acknowledgement of this in our enforcement 
mechanism. 
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There are studies from Sloan-Kettering that tell us that 98 per- 
cent of people who knock on the door of every physician are serious 
pain patients. They are not faking it. 

Two percent of those patients may have a problem with addiction 
if they are not careful, but they also have pain. Physicians across 
this country, by nature and by practice, trust the people who come 
to them. 

In other words, the physicians can’t tell and say in 80 percent 
of the back pain cases, that the person is faking it, because there 
is absolutely no identifiable way, by any imaging device, to tell that 
thee patients are or are not in pain. 

The government says that we have a standard and we are enforc- 
ing the law. Well, we have to look at the difference between the 
words that they say they are enforcing and what they are actually 
doing. This is a bait and switch. 

The bait is we have a statute that this Congress passed. Then 
we have a Supreme Court case in 1975, United States against 
Moore, that says what the standard is, that you have to act outside 
the course of professional medical practice with the intent to push 
drugs, not treat. 

Today, the DEA said to us “outside the course of standards.” 
Even today, the person charged with telling us what is the law and 
enforcing it can’t state it, because they enforce it as they stated it 
here today. They create these standards on a case-by-case basis. It 
tells you that they make it up. 

The juries in this country get the most complicated instructions 
in this case and they are told there is no standard. We make it up 
case by case. And how do they do that? They bring a doctor into 
the courtroom that they pay, who travels around the country, and 
the standard is created on a case-by-case basis by the DEA doctor. 

And take the case that I cited in my testimony. In the case of 
Dr. Mclver, serving 30 years in prison because of an incompetent 
government doctor who says that the standard is an ever-changing 
modality. Whatever happened to criminal law? 

In the first year of criminal law, we are taught strict construc- 
tion, errors are in favor of releasing the guilty. We have an ever- 
changing modality and we have a doctor who based on his testi- 
mony — we have a doctor who is “the expert” who says, “My doctor 
didn’t look at charts,” when he doesn’t look at charts to give his 
opinion. 

So let us examine what we have to do to look at the underlying 
enforcement structure. We have a failure give constitutional notice 
of the crime that we are enforcing. That has got to change. 

We seize a person, a business and his property when the person 
has been innocent, has been charged, but has not been convicted 
of anything. There is a presumption that we should punish him be- 
fore we have proven a single thing. 

We ambush the defendant at trial with prejudicial hearsay and 
experts who say whatever they have to do in each individual case. 

In short, we have a lot to do. 

I refer you and commend you to review my prepared testimony. 
I thank you for the opportunity to appear here today and I com- 
mend you for scrutinizing, finally, once and for all, the terrible, un- 
accountable behavior of the DEA. 
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[The prepared statement of Mr. Flannery follows:] 

Prepared Statement of John P. Flannery, II 
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STATEMENT 

OF 

JOHN P. FLANNERY, 11, Esq. 


[Former federal drug prosecutor (S.D.N.Y.), and 
former Special Counsel to the U.S. Senate and U. S. 

House Judiciary Committees; currently in private 
practice fvv'vw.CMZf avv.com )] 

BEFORE THE 

SUBCOMMITTEE ON CRIME, TERRORISM, AND HOMELAND SECURITY 

OF THE 

COMMITTEE ON THE JUDICIARY 
U.S. HOUSE OF REPRESENTATIVES 


CONCERNING 

“THE DRUG ENFORCEMENT ADMINISTRATION’S 
REGULATION OF MEDICINE ” 


PRESENTED ON 


JULY 12, 2007 AT 10 AM, IN 2237 RHOB 


Mr. Chairman, the Honorable Members of this Subcommittee, the Staff, respected 
members of this distmgmshed panel, and those attending this crucial hearmg, 1 want to thank 
you for the opportunity to address this Crime Committee on an aspect of the “DEA’s 
Regulation of Medicine” that T find among the most troubling incursions into our constitutional 
“right to be let alone” by our government. 

There are 40 to 75 million patients across America (according to various statistical 
surveys) who suffer from terrible chronic pain that never leaves them, not even when they 
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sleep, and it has shattered the normal lives that they once enjoyed with their families at home 
and their colleagues at work. 

The source of this pain should be well known as, with greater frequency, our friends and 
our family members suffer from this chronic non-malignant pain. 

It’s not the kind of pain that hurts for a day or so and heals itself Tt abides and courses 
through your body like a raging fire, for six months or more, often for years, driven on by an 
unseen wind, stealing your sleep, your ability to stay awake durmg the day, and it replaces 
your even disposition with anger, and it tempts you to suicide. It is a Joycean mghtmare from 
which one may not awake. 

Surgery, therapies, various medicines may help for a time but the pain persists 
undiminished in many who consider alternative remedies. The modest amount of natural 
opioids that our bodies produce to block the pain receptors are overrun by the pain. 

Congress specifically identified certain controlled substances in the Controlled 
Substances Act for the treatment of such pain. In recent years, physicians have discovered that 
by a combination of fast-acting and long release opioids that they can restore some semblance 
of normalcy to many patients who previously despaired at their suffering. 

Y oil might presume that the government was domg all that it could to redress this 
pandemic of pain. 

Instead our government is daily making it worse, creating a public health crisis when it 
should be easing our pain. 

Our Justice Department, and the DEA as its agent, is exceeding the authority granted by 
the U.S. Congress under Title 21, Umted States Code, Section 841(a)(1), that empowered the 
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Executive Branch to prosecute physicians for illicit drug dealing when the physicians acted 
with the specific intent to push drugs rather than to treat patients. United Stales v. Moore, 423 
U.S. 1 22, 1 43, 96 S.Ct 335 (1975); see also Title 21 , United States Code, Section 802(21 ). 

1. The Supreme Court created a standard in 1975 

In 1 975, the Supreme Court examined the Controlled Substances Act to decide whether 
it applied to physicians at all - as the Act did not plainly include physicians who prescribed 
pain medication, indeed, it appeared to exempt physicians from its coverage. 

The Supreme Court inMoore did the best that it could with a collection of imprecise 
statutory provisions and regulations to conclude that physicians are covered insofar as 
physicians may not push drugs. 

The Supreme Court’s formulation was that a physician had to act “outside the course of 
professional medical practice” with the “mtenC to act as a drug pusher, rather than as a treating 
physician. 

Congress has not re-visited the statute to clarify what conduct by physicians may be 
criminal - not since the Supreme Court in Moore cobbled together its holding. 

Since Moore, much mischief has been done 

2. The Justice Department has been re-defining the standard 

The Justice Department has been deciding on a case by case basis, by its charging 
documents, by its testifying experts at trial, by the extraneous evidence it offers, and by the 
wrong-headed jury instructions that it proposes to the court, what is permissible medical 
practice, and judges have been led into error by the Justice Department, allowing these 
prosecutions to modify and restrict pam medicine in this nation to a dangerous degree, and 
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according to a malpractice standard, that is civil in nature, although, in every respect, the 
consequences of these trials are cnmmal including the stigma of conviction, of mandatory 
sentences, levied tines, forfeited property, and confinement in federal prisons for decades - 
when not for life. 

The Justice Department’s impermissible re-defmition of medicine, on a case by case 
basis, has so narrowed what is acceptable medical practice that it is fair to say that the Justice 
Department disapproves of a physician treatmg a patient with any substance contammg an 
opioid component 

a. Constitutional Notice 

We presume constitutional notice, say it's a necessary predicate, before we may hold 
anyone accountable for his bad acts. But the Justice Department has resisted all demands to 
state what precisely constitutes the offending misconduct. The Department prefers confusion 
over notice as this uncertainty effectively deters physicians from treating chronic pain. 

b. the Department’s varying “norm” 

I represented a physician. Dr Ron McTver of South Carolina, and the Justice 
Department prosecuted him for failing to conform with a “professional norm” that the 
Executive Branch defined for the first time at his trial after Dr. Mclver had treated his pain 
patients. 

Dr. Mclver’s case was so troubling that the New York Times Magazine featured a eover 
story, written by Times correspondent Tina Rosenberg, aptly titled, “When is a Pain Doetor a 
Drag Pusher?” 

Dr. Mclver’s prosecution is illustrative of these prosecutions and underscores what’s 
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gone awry. In Mclver’s case, the government insisted that Dr. Mclver didn’t do what the 
“average” physician might do when treating pain patients. Dr. McTver didn’t conform to “the 
norm” - as defined by the Justice Department’s paid expert at trial But this “norm” was not 
the standard formulated by the Supreme Court in Moore, supra 

Dr. Stephen Storick, the Justice Department’s expert at the Mclver trial, conceded these 
norms were an “ever-changing modality” and that what Dr. McTver did as a treating physician, 
according to Dr. Storick, “[we] did it five years ago.” 

Dr. Storick explained that his “professional norms” were riQl“outside the bounds of 
professional conduct” but that “he [Dr. Storick] wouldn’t do” what Dr. Mclver did - as it 
violated his “professional norms”. 

DEA Agent Rene Crowley conceded, for example, that neither Title 21, United States 
Code, Section 841 , nor the Code of Federal Regulations, limited the number of pills a 
physician could prescribe. Dr. Storick also admitted that there was no maximum dosage for 
opioids that was prohibited. He acknowledged the finding of the University of Wisconsin Pain 
Management Study that “[ojpioids should be titrated by a percentage of the current dose based 
on the intensity of pain.” Dr. Storick agreed that “titration” (increasing the dosage) was an apt 
approach for cancer patients, but he dismissed the study as “academic” and claimed to know 
better because, he said, “1 work for a living.” It wasn’t outside the botinds of professional 
medical practice; but it didn’t meet his standard. 

Dr. Storick said that the highest daily dose that he would prescribe to a non-cancer 
patient with chronic pain was 160 mg OxyContin (80 mg OxyContm twice a day); Storick said 
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he was einfamiliar with the fact that Medicaid allows a daily dose of up to 960 mg of 
OxyContin (or eighty tablets). 

Thus, you have some idea of the elusive norm applied to Dr. McTver. 

c. The Department’s jurisdictional competence - or authority. 

The Department has been replacing its “judgment” of medical science without the 
lawful authority to do so. 

The Supreme Court found that the Department exceeded its junsdictional competence 
when it sought to defeat a state legislature’s preference to allow assisted suicide. Gonzales r. 
Oregon, 546 U S. 243, 126 S. Ct. 904, at 922 (2006). Justice Kennedy said, if the Attorney 
General enjoyed this authority to crimmalize what it saw fit, then it would enjoy the 
unrestrained power to criminalize "the conduct of registered physicians whenever they 
engage[d] in conduct [that] he [the AG] deem[ed] illegitimate.” Id., at 920. 

While our judicial branch decried the Department’s unauthorized interference with 
assisted suicide, it has not yet seen fit to restrain the Department’s interference with physicians 
who treat those in pain so that they may avoid suicide. 

d. The Jury is not much help in protecting physicians. 

Y oil might presume that a jury could serve as a corrective for the government’ s excesses 
in these cases but you would be mistaken as the jurors’ fear of addietion accommodates the 
government’s prosecutions. 

The Mayday Fund, in the 90’s, asked Mellman Lazarus Lake, Inc., to conduct a public 
opinion poll of 1 004 adults that would reflect the nation’ s views, so that we might “understand 
people’s underlymg assumptions about pain and its treatment.” The research concluded that 
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Americans “would rather bear pam than take action to relieve it.” Americans “withstand pain 
because they fear that too much medication will cause them to become addicted or dependent.” 
When we select a jury, if there are more blue-collar workers or lower income Americans, the 
Mayday survey data indicates that they “are more likely to avoid medication than are 
professional or higher income Americans.” 

A high proportion of the population experience surgical pain (63%), or chronic back 
aches (49%), But Americans generally respond that they don’t give m to pain. 92% say “it’s a 
part of life”, 71% wouldn’t call the doctor when m pain. 66% said the last time they felt fairly 
serious pain, they withstood it, 46% tried to avoid medication unless the pain got “bad.” 35% 
waited “until the pain [was] tmbearable before they would take medication.” 

What explains this tolerance for pam? 

It’s our fear of medication and drug addiction. 

87% believe “it is easy to become too reliant on pain medication.” And Americans 
believe this to be true of any medicine, not just prescription drugs. 72% believe they will 
develop a tolerance to medication, if they use it, and it won’t work when they need it. 41 % 
believe physicians give too much medication 

In an America, in which the citizens fear pain medication and addiction, and “tough it 
out,” the Government is unconcerned about jury selection. 

e. The jury doesn’t have to find the physician “intended” to push drugs. 

It is a bedrock principle that you may be held responsible for the natural consequences 
of what you intend to do. 
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But the Department does not prove in these pain cases that the defendant “knew” he was 
practicing “outside the course of professional medical practice” m order to push drugs, or that 
he did “intend” to push drugs. 

In the McTver case, when it was on appeal before the U.S. Court of Appeals for the 
Fourth Circuit, the government said at oral argument that it was not sure that the government 
was required to prove “specific intent.” 

Circuit Judge James Harvie Wilkinson, III, pressed the prosecution, asking whether 
“specific mtent was required” or whether, by adding it, was the court writmg a “gloss” onto the 
statute? 

The prosecution said, “I don't know.” 

Judge Wilkinson said, “Why not? That’s part of the case!” 

The prosecution then said, “The case did not go to the jury on specific intent.” 

Judge Wilkinson replied, “But he’s now claiming [for Dr. Mclver] it’s an error, and I’m 
asking you, if we make this into a specific intent crime, are we adding or not to what Congress 
has set forth?” 

Circuit Court Judge Allyson Kay Duncan asked the prosecution to explain what takes a 
malpractice claim to a criminal level and how was that dividing line articulated for the jury’s 
consideration. 

The prosecution said because the jury had been given an instruction that Dr. Mclver 
could not be willfully blind as to what was happening, thus had the jury been instructed as to 
intent. 
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Judge Duncan then asked if that response meant the prosecution was then conceding 
that there was a specific intent standard? 

In response, the prosecution said, “T do acknowledge there is an intent standard and it 
was proven and it was more than amply charged to the jury ,” 

Judge Wilkinson expressed concern as to how the expert testimony and the jury 
instructions interlocked seamlessly around a violation of “professional norms” at the expense 
of criminal intent. Congress, Judge Wilkinson noted, did not express the critical element of 
proof for the jury as “a reasonable physician” standard or “a violation of professional norms” 
Congress had said “outside the course of professional practice.” 

Judge Wilkinson asked the prosecution if what Congress prescribed “wasn’t something 
textually different from a ‘norm of professional practice’.” Judge Wilkmson asked, “doesn’t 
‘outside the course’ mean ‘you just shuck professional practice to one side ’ and ‘ set yourself 
up as a drug dealer’ and put all your medical training to one side?” Judge Wilkinson asked the 
prosecution if there wasn’t a difference between “professional norms” and “outside the course 
of professional practice”? 

The prosecution responded that there was “a difference,” 

But when the three-judge panel wrote its decision upholding Dr. Mclver’s conviction, 
the “difference” was considered as inconsequential as Dr. Mclver’s intent (The colloquy is 
available on CD from the U.S. Court of Appeals for the Fourth Circuit. ) 

3. Few pain patients become addicted. 

Dr. Mark Sullivan, Professor of Psychiatry and an Adjunct Professor of Medical History 
and Ethics at the University of Washmgton, confirmed that only 2% of chrome pain patients 
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may become addicted and that there is a 98% chance that a patient who claims that he has 
chronic pain is “on the level.” See Pain, Opioids and Addiction: “An Urgent Problem for 
Doctors and Patients”, 3/5/07, NIH Conference ( http:// videocast ,nih , gov/PastE vents. asp'/c ^ 1 .) 

4. Detecting patients who are lying is difficult - if possible at all. 

Knowing who is deceiving the physician is hard to uncover, according to a recent study 
conducted by Drs. Beth Jung and Marcus Reidenberg: 

“Physicians operate with what Bnrgoon el al. call a truth bias. That is, they 
presume that patients’ presentation of themselves are true, complete and accurate. 

Their assessment of patients’ pain complaints are based both on cuirent 
information (obtained in the interview and physical examination) and on the 
starting point, or anchoring point for the assessment. Doctors assume that patients 
come to see them because they have a problem for which they want treatment. 

Law enforcement personnel appear to have a different assumption when they 
interview some people.” See Jung G, Reidentbert M, DECEIVING 
PHYSICIANS, In Press (2006). 

5. Nor is it easy to confirm a patient’s pain. 

It is good that patients are “on the level,” according to Dr. Sullivan, because 
there is almost no way to confirm that a person has pain, the Center for Disease Control 
statistics reveal that “80% of lower back pain cannot be identified with imaging” 
whether it’s an fMRI, PET, CT-scan or x-ray. See Pain, Opioids and Addiction; “An 
Urgent Problem for Doctors and Patients”, supra. 

Dr. Storick criticized Dr. Mclver for not considering certain tests to confirm his diagnosis 

but also admitted that there are people who have pain who have a negative MRl. J A. 564. 

The medicial commumty is of one mind that “[i]t is sometimes a difficult medical 
judgment as to whether opioid therapy is indicated m patients complammg of pain because 


10 



52 


objective signs are not always present.” See “Rights and Responsibilities of Physicians in the 
Use of Opioids for the Treatment of Pam” (Public Policy Statement on the Rights and 
Responsibilities of Healthcare professionals in the use of Opioids for the Treatment of Pain - a 
consensus document of - the American Academy of Pain Medicine, the American Pain 
Society, and the American Society of Addiction Medicine). 

While cancer “is a symptom of a disease bearing a direct relationship predominantly with 
tissue pathology[,] . . . there is only a weak association between reported pain and objective 
fmdings of disease m chrome pain not associated with cancer” (italics supplied). See Loeser, 
BONICA'S MANAGEMENT Of PAIN, ed., Lippmcott Williams & Wilkins (2001). 

Dr. Storick confirmed on cross-examination that “pain is a subjective amount of 
discomfort” and “there’s no way to really measure it.” Despite this observation. Dr. Storick, 
the government’s expert, said he wouldn’t prescribe opioids for any patient unless he could 
find objective signs of pain. In other words, he would purposefully fail to treat patients with 
lower back pain, migraine headaches, fibromyalgia, reflexive sympathetic dystrophy disorder 
(RSD), and various neuropathic disorders if he couldn’t find “objective signs of pain”. That 
was his “norm” or standard. 

Incidentally, Dr. Storick couldn’t know what Dr. Mclver’s patients had to say or how 
they presented themselves as patients as he never talked to or examined any of them. 

6. Dependence is not addiction . 

Physicians patiently explain that a dependence on a medical regimen that is an effective 
remedy to endless days of mmd-altering pain is not an addiction, not some sort of obsession 
that IS unrelated to medical need. It is indeed a medical remedy attackmg a disease. 
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7. Physicians are discouraged from treating. 

Physicians have made a decision, and are conducting the kind of triage that you might 
find in an emergency room, treating those that they can help as best as they can - but not going 
so far as to risk going to jail for treating a pain patient too aggressiv ely - if at all. 

Medical conferences in recent years add this issue -- “pain treatment” - to their agendas 
to warn physicians against treating patients with controlled substances for fear of federal or 
state prosecution. 

Unsurprisingly, given this direction by the leaders in their own medical profession, 
physicians are refusing to treat lest they be jaded. 

With fewer physicians prescnbmg controlled substances, chronic pain patients daily 
consider the dilemma of choosing endless days of extraordinary pam without surcease or 
surrendermg to suicide. 

S, The bias of settled habits. 

The federal government has wrongly and artfully cast the prosecutions of physicians as 
if it were a part of this nation’s never-ending “war on drugs”. 

In this never-ending “war”, that is never won either, the government invokes its drug 
speak, to mis-characterize physicians as “drug dealers”, medicines as “drugs”, and patients as 
“users” or “addicts”. 

Our cntical faculties have failed to question the language we’ve grown accustomed to 
accepting. Thorsten Veblen called this the “bias of settled habit.” 

We must resolve to re-consider this “war” on physicians and patients, and the language 
we suffer m silence, because the extension from the street and “street drugs” to professional 
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medical offices and “prescriptions” is a quantum leap that has adversely affected the quality of 
debate and of our national health. 

9. Stand-ins - red flags - that mislead. 

The Justice Department has created an array of what they call “red flags” that are 
“stand-ins” for actual proof as to whether the physician did anything criminal . These flags are 
confounding in their logic. They consider how far a patient travels to see his physician, and 
the fact that the patient knows what prescriptions helps his condition. But, isn’t it the case that 
a patient has to travel further because fewer physicians treat pain? Shouldn’t we expect that a 
person in pain has the experience to know what makes a difference to ease his pain? 

10. Why don’t we limit ourselves to detecting crime, rather than creating it? 

The Justice Department authorizes its agents to pretend to have pain, often lower back 
pain, and, if the physician doesn’t catch on that they are pretending, then the Department may 
claim that the physician was drug dealing. No matter that you can’t confirm back pain by any 
imaging device in 80% of the cases. No matter that physicians are by nature and necessity 
trusting of the patients they see- 

11. We have lost our innocence— at least its presumption. 

We have statutes in dmg cases that presume guilt — upon the government’s say-so. 

What follows upon the government’s say-so, whether by indictment or search warrant, 

IS the seizure of the physician’s entire practice (taking his charts and the medical histones 
needed to practice), cutting off the patients, leaving patients to fend for themselves, denying 
the physician the right to write prescriptions, and maybe even confining the physician while he 
awaits trial- 
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Some physicians who have never gotten a traffic ticket before they ran afoul of the 
government ask why they aren’t presumed innocent. Is our answer really that the offense is so 
serious, you are just going to have to wait until you prove to us you are innocent? 

12. We require more restraint in these prosecutions. 

The media always Icnows more about these cases than the physician or his counsel when 
a search or indictment issues. 

When the Accused gets to trial, the government offers a blizzard of information, an 
ambush, m an exercise that is less judicial and more like a political campaign. 

The rules of evidence are applied without much rigor as all manner of prejudicial 
hearsay is offered in the jury’s presence. 

13. Confined pending sentencing and appeal. 

If the physician is convicted, he is confined pending sentence, and, after sentence, he is 
confined pending his appeal. 

This presumption is harsh when the physician was at large for years following the 
alleged misconduct, presented no danger to himself or his community, and always showed up 
at court. 

But this denial of bail is presumed and hard to rebut. 

The trial judge has to say that he made an error at law to justify releasing the defendant 
pending sentence or appeal. 

Or the prosecutor has to agree that he doesn’t expect the physician to receive any jail 

time. 
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This IS as unjust and unfair as anything that is happening in modem criminal 
jurisprudence - and not just in these chronic pain cases. It diminishes the significance of any 
appeal . 

14. The sentencing guidelines appear arbitrary. 

When we sentence a physician for prescribing pain medication, we pretend that the pills 
that were prescribed are not oxycodone but that they were marijuana instead. There is no 
sentencmg guideline for oxycodone itself There is one, however, for marijuana. Why is that 
you might ask? There is no explanation. We treat as equivalent the medicme (oxycodone) and 
the substance (marijuana) that we insist has no medical use. We also multiply the weight of 
the oxcodone by 1 00s and 1 000s, depending on when the offense occurred, to find an 
“equivalenf’ amotmt of marijuana and the corresponding offense level (for marijuana) under 
the sentencing guidelines. No one can give you any cogent reason for this bizarre and arbitrary 
sentencing exercise. It should be struck down. 

15. The mandatory minimum is harsh and illogical. 

If a patient has died, and this does happen in medical practice, and, if that patient was 
receiving an opioid, then it is presumed that the patient died as “a result” of the prescription 
and the physician faces a twenty year minimum up to a life sentence. 

In the case of Dr. Mclver, he had a patient, Lawrence Shealy, who had relentless 
chronic pain from crippling arthritis, back and knee pain, heart disease, depression, 
sleeplessness, and, unsurprisingly, he had tried to commit suicide. 

At the tune of his death, Mr. Shealy had an enlarged heart, an enlarged spleen and liver 
from congestive heart failure, severe coronary artery atherosclerosis, hardemng of the arteries. 
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90% blockage of his left anterior descending artery, a 50% blockage of the left circumflex 
arterial branch, a scarred heart from an earlier heart attacks, and congested organs, meaning, 
that, as the blood backed up into the system, it backed up into the organs. 

There is every reason to believe that Mr. Shealy died because of the complications 
involving his heart disease, having nothing to do with the medication that he was taking. 
Indeed, sudden death is the commonest presenting symptom of cardiovascular disease. See 
Zipes D.P., Wellens H.J.J., Sudden Cardiac Death. Circulation. 1998:98:2334-2351, available 
atbttp:/7circ. ahajournals.OTg,''cgi'content/fuil.''QS/21''2334 . 

While Mr. Shealy had various medications available to him at the time of his death, 
there was every indication that he had taken the appropriate medication that he had been 
prescribed for 1 6 days without suffering any adverse side effects. If the prescription was as 
harmful as the Department argued, then why hadn’t the OxyContin caused Mr. Shealy’s death 
sooner? 

Yet, Dr. McTver was held responsible for the “resulting” death and was sentenced to 30 
years, ten above the mandatory minimum of 20 years, and he is serving that sentence at the 
federal facility in Buttner, NC.. 

16. We have a right to be let alone. 

We have a right to be “let alone”, to enjoy our constitutional “right of privacy”, the 
penumbral emanations of those basic rights enumerated in our Constitution. 

The government may not muzzle a physician’s unquestioned right to adv ise his patient 
confidentially or to write prescriptions or to associate with other physicians who seek to treat 
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chronic pain patients. That’s violative of the right of free speech and to associate and to 
assemble guaranteed physicians and patients by the First Amendment. 

The government may not compromise a physician’s livelihood, by which it “takes” 
what is his property, in violation of the constitutional guarantee that no “taking” by the 
government of a person’ s property shall occur without due process, meaning unless it is 
fundamentally fair. 

The government may not abridge the health and well-being of patients, for what could 
be more clearly an infringement of the constitutional guarantee of life and liberty? 

The government may not set apart chrome pain patients as different than other patients, 
denigrate them in word and deed, stigmatize them as addicts when they should be healed, and 
thus deny patients the equal protection of our laws. 

The government may not punish patients in violation of the constitutional prohibition 
against cruel and unusual punishment. 

T represent Richard Paey, a chronic pain patient, who was the focus of a Sixty Minutes 
piece because he is serving a twenty-five year sentence in the state of Florida for possessing 
medicine - Percocets - to treat his chronic pain Although he only “possessed” these 
medications, he was convicted of “trafficking.” While in custody, Richard Paey is receiving 
more pain medication, a morphine pump, than was the subject of his alleged “traffickmg.” The 
State Court of Appeals agreed that the 25 year sentence was unjust but also said that only the 
Governor - by his clemency powers - may set the matter right in a clemency petition. 
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17. Congress must act! 

Plainly, the “system” we have is not working well - if it can be said to be working at 
alb. 

For some, it may be tempting to think that chronic pain does not concern them. 

But the difference between being pain- free today and being in chronic pain tomorrow 
may be a rush-hour rear-end collision at a congested intersection. Or a discovered illness that 
partners with chronic pam. 

If we do not help those who are hurting today, there may be no one to help us tomorrow. 

May this hearing commence a much-needed dialogue to clarify the law, and to improve 
the flawed process we have (if not to replace it entirely). 

Thank you for your time and kind attaition to my remarks. 

### 
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Mr. Nadler. Perfect timing. I thank the witnesses for their testi- 
mony. It was perfect timing. The Chairman has returned. I have 
to go to a T.V. interview. 

I will give the Chairman back his chair to direct the questioning. 

Mr. Scott. [Presiding.] I want to thank the witnesses and apolo- 
gize for my absence. I will recognize myself for 5 minutes. 

I would like to ask, I guess, Dr. Murray, in terms of policy, what 
the public policy imperative it is to deny terminally ill patients the 
right to both marijuana, if they believe that it is going to help 
them, they believe that it reduces pain, terminally ill patients? 

Mr. Murray. Thank you, Mr. Chairman. 

The public policy imperative, actually, there are several. One of 
the first is the status of marijuana as the most widely abused 
medication claim in the United States. 

It is a drug that is addictive. It is the leading prevalence rate 
drug for abuse and dependency, particularly for young people, caus- 
ing more than 60 percent of treatment admissions for drug depend- 
ency. 

Marijuana more readily available, marijuana “legitimized” as 
though it were a therapeutic medication, we fear would become 
more available and more used by young people who are already 
possessed of mistaken notions that somehow it is a miraculous 
cure, that it is good for you, that it can be used for medical condi- 
tions. So we think there would be a loss of deterrent effect. 

Moreover, there is the realization that the scientific and medical 
bodies who have looked at this, who are charged with the responsi- 
bility of evaluating medical claims, have said there are too many 
risks to the use of the substance, that patients may be actively 
harming themselves. Though the intent there is to feel better, in 
the process of trying to feel better, they are not being better treat- 
ed. They are not getting better. 

The point of a therapeutic medication is to help the patient heal, 
not to provide to them a risky, contaminated, intoxicating sub- 
stance that transiently gives them the impression they are getting 
better, when in fact it is doing active harm to their lungs, to their 
minds, to their susceptibility to depression and psychosis. 

It is not the sort of thing that is going to be, in its raw, smoked 
form, an approved medication, according to the bodies charged with 
making that determination. Much to be lost and nothing to be 
gained by putting marijuana into the hands of people who are ac- 
tively suffering. 

Mr. Scott. Well, if they want it and they are terminally ill, what 
scientific studies have you had to show the effectiveness of mari- 
juana? What scientific studies have you had? Do you have a list 
that you can supply to the Committee? 

Mr. Murray. Thank you, Mr. Chairman. I think there have been 
multiple claims and quite an extensive list of the purported condi- 
tions, medical conditions, that marijuana is supposed to actively 
treat. 

But when each of these has been investigated in clinical trials 
situations, in animal studies, in active medical investigations, those 
claims have not been borne out. 

Mr. Scott. Could you give us the list of those studies? 
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Mr. Murray. Yes, sir. The literature is quite replete with efforts 
to see whether marijuana is safe and effective, and it never has 
heen able to satisfy the threshold, the requirement, that it dem- 
onstrates by medical science that it actually is useful and does do 
harm. And that has been repeated many, many times over. 

Mr. Scott. What is the status of the study that the judge — I be- 
lieve it is University of Maryland — Massachusetts. I am sorry. 

What is the status of that study? 

Mr. Murray. Sir, I am not quite sure I follow the question. If you 
are referring to the case of an applicant to be a marijuana provider, 
that is an active case and we obviously can make no comment nor 
weigh in no an active administrative matter that is being deter- 
mined properly in the form of government now. 

We have no intervention, nor any commentary, on the suitability 
of that application. It is in the hands of others. It is not a research 
project, as I understand it, sir. 

Mr. Scott. Didn’t the judge suggest that the permit should be 
awarded? 

Mr. Murray. Sir, I think we are constrained from making any 
comment on a matter that is actively being considered by the ad- 
ministrative process of an agency, which I believe this matter is. 

Mr. Scott. So you don’t deny it was 6 years ago. 

Mr. Murray. Sir, I think we are constrained at the White House 
from making comments or interventions with regard to actively on- 
going cases. 

Mr. Scott. Is the court order not public? 

Mr. Murray. Sir, I don’t wish to offer commentary, because I 
think it would be improper for us, and not our role, to step into 
an actively considered administrative process where an agency is 
doing the correct evaluation of oversight and determination with 
regard to this matter. 

Sir, I have to defer and say it is not proper for us, I think, to 
make commentary on this case that is being actively considered by 
other agencies. 

Mr. Scott. Mr. Flannery, there is a difference between criminal 
activity and malpractice. 

Mr. Flannery. There certainly is. 

Mr. Scott. And different medical theories about how to pre- 
scribe. Can you say a word about how impossible it is for a doctor 
to get in the middle of that? 

Mr. Flannery. What has become so impossible is that the only 
crime that at doctor should be prosecuted for is pushing drugs and 
happening to be a doctor at that time. And the elements of that 
crime are that, as a doctor, I know and I intend to traffic in some 
drug, and these are controlled substances. It would mean I would 
be selling it to you or writing a prescription for you when you have 
no need for it, I know it, there is no question about it. 

You haven’t fooled me. You have said, “I am going to give you 
$200 if you write a prescription for OxyContin 80-milligram tab- 
lets.” 

Now, malpractice, someone comes in and I don’t spend enough 
time with them. Maybe I don’t check all their records. I believe 
them, which the studies have shown doctors do believe their pa- 
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tients. They believe they come there with problems, and so they do 
believe them. 

And I give them medication and say they get sick. They don’t die, 
they get nauseas or something. And then I am sued, because it 
leads to other things. I, the doctor, am sued. That would be mal- 
practice. 

Mr. Scott. Are these questions better for the DEA or the board 
of medicine in the different States to consider? 

Mr. Flannery. They are better suited to and historically and 
constitutionally suited to have the several States decide by their 
boards of medicine. And there have been studies saying this for 
years. The medical profession itself has become less able to articu- 
late and advocate for itself for fear of being perceived in the cur- 
rent propaganda environment of being “soft on drugs” rather than 
strong on medicine. 

We have discouraged the best voices in America and the most ca- 
pable physicians from speaking out on this issue, because they are 
terrified that they will be targeted and they will watch their family 
and their practice or the patients they can help with other medi- 
cines all be compromised. 

Mr. Scott. Mr. Forbes? 

Mr. Forbes. Thank you, Mr. Chairman. 

First of all. Dr. Murray, let me apologize to you for having your 
initial testimony interrupted. That is not normal order. I am sorry 
that I was not able to stop that. 

I also want to say that when we are talking about compassion, 
one of the things that we really — it is really great to come in here 
and beat on the desk and yell compassion, but it is also compas- 
sionate when we try to curb teenage drinking so we stop people 
from ending up going to funerals. We had people that were killed 
by drunken driving, when we stop the pharm parties that I know 
you guys have worked on so much. Because kids are taking drugs 
that they don’t have any idea what the consequence is about. 

We have to go the funerals and look at the parents and they are 
telling us, why didn’t you do something? Why didn’t you try to stop 
it? Or when we see suicides that take place because kids are ad- 
dicted to drugs or other people are doing it. 

So when we talk about compassionate, let us not suggest that 
anybody sitting at the table is not compassionate. 

Ms. Corral, first of all, I thank you for being here and for your 
testimony to everybody. I want to ask you, and I only have 5 min- 
utes, so I want to be kind of concise, but do you feel marijuana 
should be legalized? 

Ms. Corral. Medical marijuana should be legalized. 

Mr. Forbes. What about ecstasy, the drug, ecstasy? 

Ms. Corral. I am here to testify, sir, about medical marijuana. 

Mr. Forbes [continuing]. On that. 

Ms. Corral. No, I am just here to speak about medical mari- 
juana. 

Mr. Forbes. I appreciate that. 

Ms. Corral. Thank you. 

Mr. Forbes. Dr. Murray, let me ask you a question on Tylenol. 
Is Tylenol a good drug to relieve pain? 

Mr. Murray. Yes, sir. I believe it is widely sold and offered. 



63 


Mr. Forbes. If you have an overuse of Tylenol — I am not talking 
about on a regular basis but a single or a couple of overuses of Ty- 
lenol, what is the impact? 

Mr. Murray. Sir, it is my impression that it is a widely used and 
safe drug, taken appropriately, but as with all effective medicines, 
inappropriate use can be damaging. 

Mr. Forbes. It can damage your liver if you have that. 

Mr. Murray. Indeed. 

Mr. Forbes. The question I am raising, everybody is talking 
about, almost like what should be a controlled substance and 
shouldn’t be, but doesn’t Congress decide whether drugs are based 
on a schedule under the Controlled Substance Act? So isn’t it true 
that Congress is the one who places things on the schedule one? 

Mr. Rannazzisi, you can speak on that, too. 

Mr. Rannazzisi. A drug can be scheduled in one of two manners. 
Congress could place it on a schedule through legislation or it could 
go through the administrative process, a collaborative effort be- 
tween FDA, who does a scientific evaluation, safety and efficacy of 
the drug, and then DEA scheduling recommendation. 

Mr. Forbes. Once it is placed on that list, does DEA have the 
discretion to not enforce the drug laws? 

Mr. Rannazzisi. No, sir, it doesn’t. 

Mr. Forbes. So you can’t just pick and say that you don’t want 
to enforce this one, or you do want to enforce this one. You don’t 
have that discretion, do you? 

Mr. Rannazzisi. No, sir, I don’t. 

Mr. Forbes. If a doctor is over-prescribing pain medication, even 
if done for a patient who is suffering, can the DEA just ignore this? 

Mr. Rannazzisi. No, sir. Many of these cases come from com- 
plaints, complaints from law enforcement agencies, other medical 
doctors, pharmacists. No, we can’t ignore it. 

Mr. Forbes. Do you ever have situations where suicides have 
taken place, or murders have taken place, as a result of some doc- 
tor over-prescribing medication to some individual that was taking 
it? 

Mr. Rannazzisi. We have had cases where there were deaths re- 
lated to the prescription medication prescribed by the physician, 
yes. 

Mr. Forbes. And if we had that, wouldn’t we be in here pound- 
ing on you and saying, why didn’t you try to stop that? 

Mr. Rannazzisi. Yes, sir, I believe that is 

Mr. Forbes. Let me ask you, are you familiar with this map that 
I believe was put out by Heritage. It is cannabis plants eradicated 
in 2006. 

Mr. Rannazzisi. It is the national drug intelligence — yes. 

Mr. Forbes. Can you explain what this represents to us? 

Mr. Rannazzisi. These are the outdoor plants and sites that were 
seized in California, by county, in 2006. 

Mr. Forbes. And how widespread were they? 

Mr. Rannazzisi. Extremely widespread, almost the whole State. 

Mr. Forbes. Is that the same map that is up here now with this 
chart up here? 

[The material referred to follows:] 
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Mr. Rannazzisi. Yes, sir. 

Mr. Forbes. Is there any concern that you have in some of these 
areas, some of those reports that we have looked at that talk about 
having armed guards, that they have conducted counter-surveil- 
lance. Are you familiar with any of that on any of these sites? 

Mr. Rannazzisi. Are we talking about the grow sites, the outdoor 
grow sites? 

Mr. Forbes. Yes. 

Mr. Rannazzisi. Yes, absolutely. Currently, in addition to the 
grow sites, we are having problems with growing on public lands 
and we have just entered into a task force with the Park Service 
to address that. 

Mr. Forbes. Dr. Murray, can you address that? 
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Mr. Murray. Yes, thank you, sir. 

It is a huge problem in the United States. The domestic produc- 
tion of marijuana is an enormous danger. Criminal elements deeply 
moved in. States of Kentucky, Tennessee, California and Hawaii 
predominate, where public lands, national parks, off limits to peo- 
ple because of dangers of gangs, of undocumented aliens, cutting 
down forests to grow marijuana by the metric ton, spreading 
through the country. 

It is quite a problem, and, moreover, the difficulty is connected 
to some of the compassionate care dispensaries, because some of 
the marijuana seized in episodes where the DEA has gotten in- 
volved, it was clear that it was not mom-and-pop locally grown 
marijuana from an herbal garden. It was criminal elements that 
moved into this country to generate indoor, hydroponically grown, 
high-potency and/or outdoor grow marijuana operations that were 
systematic and made thousands and thousands of dollars a day to 
distribute marijuana through the dispensaries to people for whom 
it was never intended. 

So it is a public threat to have this production going on in the 
hinterland. It is moreover a criminal threat to have them have a 
readily available outlet. And it is clearly not the intention or the 
principle of the well-meaning people who tried to offer compas- 
sionate care for a few. 

Mr. Forbes. My time has expired, but if the Chairman would 
just allow for an additional question, for either Mr. Rannazzisi or 
Dr. Murray, can you tell us about the concept of pharm parties and 
how bad they are getting now and you are problems in trying to 
deal with Internet pharmacies. 

Mr. Rannazzisi. Currently, Internet pharmacies are one of the 
fastest-growing pharmaceutical diversion areas. What these kids 
are doing, basically, are acquiring drugs from either their medicine 
cabinets, their doctors or friends — their doctors — their relatives or 
their friends. And they are taking the drugs and they are coming 
to these parties where they throw the drugs into a bowl and then 
they systematically take the drugs out and take them. 

They really don’t know what they are taking. It could be a 
benzodiazepine. It could be a narcotic. It could be anything. And 
they just take them. 

And so they don’t know what they are ingesting, and this is a 
form of— just a form of adolescent partying now. 

Mr. Forbes. It is becoming a widespread concern? 

Mr. Rannazzisi. We have had several reports throughout the 
country, yes. 

Mr. Scott. Thank you, and just one other. We are going to have 
a hearing on Internet pharmacy issues coming up. 

I would like to ask one other question. I guess. Dr. Heiden 

Mr. Heiden. Yes. 

Mr. Scott. Do we know where ephedrine comes from that makes 
methamphetamines, where most of the people get it? And, if you 
closed one source, would other sources quickly sprout up? 

Mr. Heiden. Yes, I think DEA has even addressed this, that I 
think Administrator Tandy in some recent testimony indicated that 
methamphetamine production, a major source is the Mexican 
super-labs, I guess you call them, in Mexico, controlled by drug 
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kings are supplying the vast majority of the methamphetamine 
that is consumed in this country. 

And the vast bulk of the products found in small 
methamphetamines are brand pseudoephedrine cough and cold 
products, such as Sudafed, and it is not the products distributed by 
ACRC members, which are the off-brand combination ephedrine 
asthma-relief products. 

And it is those products that are being essentially targeted by 
the small allocation under the DEA needs assessment in the draft 
report that we reviewed and critiqued for ACRC, a report where 
there was absolutely no rationale given for the needs assessment 
of essentially 100,000 kilograms, essentially, of product, when the 
national estimate of the members of what indeed they sell for le- 
gitimate purposes is in the millions of products. 

I am here basically, and I didn’t get to say it in my final re- 
marks, to indicate that DEA just missed a very, very large portion 
of the ephedrine that is useful for products that are relied upon 
and needed by asthmatics for relief, particularly in low-income en- 
vironments and others. And if it allows this very, very small alloca- 
tion to go through, based on a study that completely draws an X 
through the needs of this ACRC sector — if it allows that kind of al- 
location, this whole sector, it is my understanding, will be wiped 
out. 

But it is not the major source of diversion. As I said, the major 
source here, according to DEA itself, is the super-labs and the 
small toxic labs, not the members of ACRC or small categories of 
suppliers. 

Mr. Scott. Do those convenience stores have cost of compliance 
with the regulations? 

Mr. Heiden. They certainly do have significant costs of compli- 
ance. I have heard nothing in discussing with the members of 
ACRC that their sales to convenience stores are anything but le- 
gitimate sales. But I do think the convenience stores have signifi- 
cant cost of compliance, although I haven’t studied that issue. 

Mr. Rannazzisi. May I respond. Chairman? 

Mr. Scott. Sure. 

Mr. Rannazzisi. First of all, the study, the initial needs assess- 
ment, was a proposed assessment. Our contract with IMS is a two- 
phase contract. We do the initial assessment by IMS. They give us 
the results and we publish them. The whole idea behind the delib- 
erative process and notice and comment is that it gives industry an 
opportunity to respond, and industry can give their comments and 
provide data that shows that we can be wrong. 

And there are times in the past that we were wrong, and we 
made the corrections. Right now, we are in the deliberative process. 
I could tell you that we are looking at industry comments and that 
those numbers will not necessarily stand. 

However, for us to do our job, we have to have a starting point, 
and that starting point was with our IMS contact. We appreciate 
the comments from industry and we take them under advisement. 
And a final needs assessment will be out shortly. 

As far as the ACRC market, the people that are represented by 
ACRC, they are mostly small retail convenience stores and whole- 
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salers, I believe, that distribute to them. The fact is that that sec- 
tor of the market is a large avenue of diversion to small toxic labs. 

Put aside the Mexican methamphetamine labs, which, inciden- 
tally, we didn’t say a vast majority comes from Mexico. A vast ma- 
jority of the methamphetamine produced by those organizations is 
produced in Mexico and the U.S., so we can’t really tie it to either 
Mexico or the U.S., but we know it is tied to those organizations. 

Well, put that aside for a second. Twenty percent of the meth on 
the street, currently, is coming from small labs. We believe that. 
And the fact is, is those small labs are obtaining their chemicals, 
their pseudoephedrine, or their ephedrine products, from retail 
places. 

Now, I noticed in Mr. Heiden’s testimony, he says the products 
distributed by ACRC and other small distributors are off-brand 
combination ephedrine asthma relief products which are not found 
in illicit labs as precursors to make methamphetamine. That is in- 
correct. 

In 2006, we had 87 labs with brand names like BDI, Blue Label, 
Mini Thins, Bronchis, Mini Ephedrine, Double Action Ephedrine, 
Rapid Ephedrine, Ered’s Private Label, Ephedrine Extra, Biotech, 
AM, BC Powder, Ultra Max Strength. Those are all off-brand, gray 
market, crypto-generic products. 

So I don’t know where his information was coming from and I 
would like to talk to him afterwards about it so I could clear it up 
with him. 

Thank you. 

Mr. Murray. Mr. Chairman, may I add one brief commentary as 
perspective, please, sir, with regard to methamphetamine issues? 

The policy dilemma with regard to combat meth and somewhat 
restricting access to pseudoephedrine, ephedrine products and so 
forth was a cost-benefit equation. We had to make a balance, pre- 
serving legitimate access to needed medications, and we thought 
we did achieve that by making them still available in supplies that 
can still be had. 

But, at the same time, we had to balance that with the diversion 
threat that was a very serious issue. While methamphetamine 
flow, already finished product from Mexico, continues to be a 
threat, we think we are taking effective action against that. We 
think it will be dramatically reduced in the future, which is a crit- 
ical point that needs to be brought into the equation of cost and 
effect and the balancing here. 

The methamphetamine laboratories that were small, toxic lab- 
oratories, that were fed by diverted pseudoephedrine, ephedrine 
products, from retail establishments, was not a small phenomenon 
in states in like Missouri and Tennessee, states like Arizona and 
Oregon and Oklahoma. 

These were extraordinarily threatening circumstances that both 
produced meth use and the toxic laboratory residues from where 
people had cooked meth that left extraordinarily dangerous poisons 
in the atmosphere, on the walls, on the ground, on the furniture. 
That has been addressed. 

In 2004, there were more than 17,000 such laboratory incidents 
reported across the United States. Today, in large measure due to 
the effective actions at restricting, not prohibiting, but narrowing 
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the access to the precursor chemicals, there are between 6,000 and 
7,000 laboratory incidents reported. 

That dramatic drop has produced such a powerful beneficial con- 
sequence for these rural communities in particular that face the 
methamphetamine threat, including the lives of young, drug-en- 
dangered children, whose parents were exposing them to toxic envi- 
ronments, that retained that toxicity even after the first family 
moves out. Hotel rooms, trailer parks, barns, places where meth- 
amphetamine cooks take place, there is leftover residues of poison 
that has respiratory consequences for children, neurological con- 
sequences for children, exposure for first responders and fire and 
police, that has been dramatically reduced. 

That was the cost-benefit equation that we had to take into ac- 
count of when we made the public policy choice, about not elimi- 
nating these medications, but restricting access in such a way 
where we retained the right for legitimate use and yet cut away 
the criminal dimension. 

I think that has been a powerful success. 

Mr. Scott. When all that was going on, did the cost of meth go 
up or down? 

Mr. Murray. The cost of methamphetamine is measured some- 
what indirectly by a complex system of drug reporting that the 
DEA maintains. We have seen both increases and decreases in the 
price of methamphetamine nationally over time. 

We have also seen increases and decreases in purity, and the ef- 
fects of the combat meth act in reducing the laboratory production 
has also been felt in reduced access and availability of meth- 
amphetamine itself that we can see in data such as workplace drug 
testing, where we have seen a steep tailing off of the use of meth- 
amphetamine of the work force, and by the survey reports we are 
getting from young people in particular, who are turning away 
from methamphetamine very strikingly. 

Yet the drug importation from Mexico has also been a counter- 
vailing tendency to have purity pushed forward. But we believe 
that price and purity has been affected by the success of taking 
down the meth labs, that we have gotten success against the lab- 
oratory incidents and the toxic waste issue and also gotten better 
purchase on trying to control the use of methamphetamine. 

It has been a successful and slow, but I think appropriate, proc- 
ess of curtailing access to these precursor chemicals. They used to 
come in from Canada, diverted in bulk form from Canada and fed 
super-labs in California, Nevada, Arizona. 

We took action in conjunction with the government of Canada 
and effectively cut off that route. That is when people turned to the 
small toxic lab, pseudoephedrine diversion from the retail estab- 
lishment. We took action against that. 

Now we have got the third quadrant, the last piece of this down 
in Mexico. We are taking effective action in conjunction with the 
Mexican government to reduce their importation of 
pseudoephedrine and ephedrine products and to help them attack 
the methamphetamine laboratory production on their side of the 
border. 

We are moving against this problem, sir. 

Mr. Scott. Thank you. Dr. Murray. 



69 


We have been joined by the gentleman from North Carolina, Mr. 
Coble. And I understand you did not have questions, or you do you 
have questions? 

Mr. Coble. Mr. Chairman, my belated arrival was because of 
two conflicting hearings and I apologize. And I have no questions. 

Mr. Scott. Thank you. 

Mr. Forbes. I just have one additional statement to follow up 
with yours. 

I want to first of all say, based on your testimony, that the word 
“balance” is always one that we don’t like to hear. A lot of times 
people don’t like to talk about it, but that is what government is 
all about. 

We are not perfect, but you are going to constantly see some of 
these criminals moving from one place to the other. They are going 
to come up with new technologies, new ways to do it. You have to 
work on it. 

Mr. Scott. Thank you. 

As the gentleman from Texas is coming in, do any of the wit- 
nesses have any closing comments before I recognize the gentleman 
from Texas? 

Mr. Flannery. I have one. 

Mr. Scott. I will start with Mr. Flannery. 

Mr. Flannery. Compassionate seems to me to care when you 
have 40 million to 75 million people in America who have chronic 
pain, which means that they have pain that has been living with 
them for longer than 6 months — it is so bad they can’t sleep at 
night. When they drive to work, they are falling asleep, they are 
irritable. 

And, at first, it only bothers them a little bit, and then they start 
thinking about, “should I commit suicide?” Because the pain is so 
great and “I am so worthless to the people I am with and that I 
can’t just put up with this pain anymore.” 

The Ranking Member appropriately noted that if one takes a Ty- 
lenol for pain, you can only take so much of it before your gastro- 
intestinal tract is injured, before you literally bleed and you com- 
promise your organs. And there is an answer to that, and it is a 
recent chemical answer, and it is the fact that the opioids we have 
in our bodies are not sufficient to take care of the pain. And it is 
that oxycodone and other medications can help us where our bodies 
fail us. 

And I don’t think this argument is that dissimilar from the other 
issues that are before us today. So if we want to talk about compas- 
sion, and numbers matter, we have to look at the 40 million to 75 
million people who are daily living in chronic pain, many of whom 
are contemplating suicide because they can’t get medical attention 
and they can’t get medical treatment because the physicians in this 
country are not going to risk going to jail and compromising their 
own lives and their other patients by doing so. 

Then compassion means, in numbers and for this Nation, chang- 
ing how we do our business of law enforcement. It means changing 
our structure. It means not hiding behind some privilege when you 
are asked a question about a medical study. 

It means actually having the medical study and examining it and 
then deciding what is the right policy. Thank you. 



70 


Mr. Scott. Ms. Reynolds? 

Ms. Reynolds. Thank you. Just the thing I was thinking about 
as this was going on was that I just don’t feel that the people are 
really getting their voices heard in this hearing. 

I am trying my hardest, and I know that you are, and several 
of us are, but I feel that we are being drowned out by a lot of sort 
of endless bureaucratic chatter about Mexico and appropriate pro- 
cedures and what not. And we are talking about American citizens 
being denied medical treatment that they would afford, that they 
want, that they need to survive and take care of their families 
with. 

I mean, it is so serious, and we have been working, my organiza- 
tion and I, for 5 years to get heard on this issue. And this is it. 
This is the culmination of those efforts. Two of us are here to speak 
about this. 

So much more needs to be done. The platform needs to be so 
much bigger. I don’t know how to describe it. It is just that what 
we need, for you to hear from doctors. You need to hear from pa- 
tients. You need to hear about the science, which has been sup- 
pressed by the Drug Enforcement Administration. 

Mr. Forbes just demonstrated a real misunderstanding of the 
science. Over-prescribing is a misnomer, sir. The doses can go as 
high as the sky, if they need to. That is the real anomaly of this 
medicine. And so if the medicine is being treated scientifically, it 
makes the doctor a target. 

That is what I want you to understand, sir. 

Mr. Forbes. Mr. Chairman, I am just going to ask that we have 
regular order in the Committee. 

Mr. Scott. Regular order has been called for. 

Mr. Forbes. We have not had it the whole Committee meeting. 

Mr. Scott. We will resort to regular order and recognize the gen- 
tleman. I would like to recognize the gentleman 

Mr. Nadler. I just want to know, since I just walked in, what 
was the objection to lack of regular order just now? What was 
being violated? 

Mr. Scott. My recognizing witnesses out of order for extended 
periods of time, which was in fact out of order and the gentleman 
made a good point. And recognizing the gentleman from Texas at 
this point. 

Mr. Gohmert. Thank you, Mr. Chairman. I do appreciate that. 
I appreciate your being here and I understand the frustration of 
not being heard. Actually, there is a majority of my district that 
is not represented anywhere here, because the majority of my dis- 
trict does not want to see marijuana legalized for anything. 

So I understand the frustration you have in feeling that you are 
not being heard, but there are also a lot of other sides to this that 
have not been heard. 

Ms. Reynolds. Sir, I just don’t represent marijuana. I just want 
you to know that. I am talking about legal medications. 

My name is Siobhan Reynolds, I am with the 

Mr. Gohmert [continuing]. Marijuana, right? 

Ms. Reynolds. No, nothing to do with marijuana. We are here 
about schedule two substances, oxycodone, et cetera, supposedly 
legal medications that people can’t get hold of 
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Mr. Gohmert. I thought you were speaking about marijuana on 
that. All right. 

Ms. Reynolds. No, thank you, though. 

Mr. Gohmert. And I am sorry I had to step out, momentarily. 
But I do want to go hack very quickly to pseudoephedrine. I was 
one of the few that voted against making it so difficult to get it, 
because it works to decongest me, as so many Americans. 

Pseudoephedrine P.E., in my humble, non-medical opinion, is ab- 
solutely worthless for me. I can’t speak for anybody else. It is anec- 
dotal. 

But, anyway, it is funny, not in a humorous, but ironic, way, this 
Administration has been accused of sending jobs to Mexico, and ap- 
parently when we tightened up pseudoephedrine, that is exactly 
what we did. The job of making meth went to Mexico and the peo- 
ple I talk to in law enforcement back in Texas, having lots of con- 
tacts there, as a former judge, they say, man, it is coming in from 
Mexico. It is pure, there is more of it. We don’t have the mom-and- 
pop labs in east Texas, which was once a real haven for them, be- 
cause of the trees and whatnot, the rural areas. 

So, anyway, I am not sure — I know we did a lot of good putting 
mom-and-pop labs out of operation, but from what law enforcement 
is telling me, including — and I won’t mention DEA agents, but 
some of them are telling me back home, man, it is coming in faster 
than ever from Mexico. 

Perhaps if we got some border security instead of having Na- 
tional Guard troops that call in the fact, or radio in the fact, that 
there are armed drug smugglers coming in and then their SOP is 
to flee the area once they radio that in, maybe we could get some 
help there. 

But I also want to bring to the DEA’s attention, I mean, if the 
law is marijuana is illegal and it is, it has been. But I had a case 
as a judge where marijuana seeds were an issue. And we ended up 
having DEA come from the DEA lab up here back to my little 
courtroom in Tyler, TX, and I didn’t realize, but, apparently, if 
marijuana seeds are sterilized, then they are not illegal in Texas 
and most other places. And that is why they are included in so 
many birdseeds. 

Well, we had a 50-pound bag of marijuana seeds that were le- 
gally bought from a feed seed place in Houston and they kept using 
it as an example, as a demonstrative aid in court. And I kept see- 
ing hands go in and when they would pour the seeds back in, there 
were green, leafy substances on their hands, of the prosecutor, the 
defense attorney, the witnesses. 

And so at the end of the trial, I had it sent out for analysis and 
it turned out that 25 percent of that 50-pound bag would ger- 
minate, would produce marijuana plants, legally bought. 

So, Ms. Corral, I don’t know if you want to take note of that or 
not. But, anyway 

Ms. Corral. Well, I can address that, sir. 

Mr. Gohmert. You could buy it legally, and not only that, you 
buy a 50-pound bag of marijuana seed that is supposedly sterilized, 
25 percent germinate and they had a plastic baggie full of mari- 
juana as like a Crackerjack prize for buying the 50-pound bag. 
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So I provided that all to the FBI. I said, I know you all are under 
the same DOJ with Janet Reno, but this really needs to be looked 
into. 

And it turned out, and we had testimony to this, that the DEA 
once in 3 or 4 years went to the single plant in New Jersey that 
actually does the sterilization. They said it was a complete sur- 
prise. They had no idea. So it was a really random survey. 

Yet they met the ship at the dock, they were able to call in the 
people that worked for this company that the DEA was coming to 
watch them do the sterilization process. Unlike every agriculture 
department, which sticks a rod in and then opens, turns and gets 
seeds from every level of this huge vat. So you see how the DEA 
agent scooped a handful up. 

They took those to the DEA plant. They were put in a petri dish 
to see if they would germinate. They were set on top of an oven, 
where the temperatures ranged 100 to 200 degrees. And after they 
were adequately cooked for 7 days, the report was they didn’t ger- 
minate, after we cooked them, which the Agriculture Department 
will tell you that is not the way to germinate. 

I never got a report back on whether we were continuing to have 
such thorough investigations in the sterilization of marijuana. But 
we are apparently importing, or we were at the time of this trial 
in my court, carloads of marijuana seeds from China that were re- 
ceived at the dock and received that kind of really explicit study. 

So, anyway, I bring that to your attention. I hope it has been 
looked into. If it is illegal, we ought to follow the law. Of course, 
we have laws on immigration that aren’t followed either, but that 
is another matter. 

Anyway, thank you. 

Mr. Scott. The gentleman’s time has expired. 

The gentleman from New York? 

Mr. Nadler. Dr. Murray, marijuana is the only controlled sub- 
stance currently for which the Federal Government maintains a 
monopoly on the supply for use by scientists conducting research, 
even though Federal law requires competition in the production of 
research-grade, schedule-one substances, such as research-grade 
heroin, LSD, ecstasy and cocaine. 

Can you please tell us marijuana, as a comparatively harmless 
drug, compared to these other substances, is the only controlled 
substance for which the Federal Government maintains a monopoly 
on the supply made available to researchers? 

In other words, why is it different than heroin, ecstasy, LSD, et 
cetera? 

Mr. Murray. Thank you, Mr. Congressman. 

Mr. Nadler. Quick and short, because I am going to have a few 
more questions. 

Mr. Murray. All right, sir. 

We do not regard marijuana as a relatively benign schedule-one 
substance, sir 

Mr. Nadler. Why is it treated differently than these other harm- 
ful drugs? 

Mr. Murray. Sir, I believe that we have international treaties 
and obligations that are specific to how we handle schedule-one 
controlled substances with regard to a single government source. 
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And I believe that Mr. Rannazzisi can tell us even more about how 
that works. 

Mr. Nadler. Mr. Rannazzisi, maybe you will answer my ques- 
tion and not evade it the way Dr. Murray did. 

The question is, why do we handle marijuana differently than 
other schedule-one drugs with respect to maintaining a monopoly 
of research on it? 

Mr. Rannazzisi. Because there is only one supplier, because that 
supplier basically handles the need for research. And that supplier 
is under a NIDA contract. We look at the NIDA contract 

Mr. Nadler. But why is that different from other drugs. There 
is more than one supplier for heroin? 

Mr. Rannazzisi. Because heroin poppies are not grown in the 
U.S. Cocaine, coca, is not grown in the U.S. 

Mr. Nadler. And LSD isn’t made in the U.S. 

Mr. Rannazzisi. LSD is manufactured for research, yes it is. 

Mr. Nadler. But, again, I don’t understand your answer. What 
has that got to do with the fact that for LSD, for heroin, there is 
not a monopoly for supply for use by scientists conducting research 
by the Federal Government, whereas for marijuana there is? Why? 

Mr. Rannazzisi. Well, first of all, the research that is conducted 
is approved by NIDA and FDA. NIDA and FDA make a determina- 
tion — NIDA makes a determination that that source of supply for 
that marijuana fits the needs of those researchers. We have no dog 
in that fight, really. 

Mr. Nadler. Basically, they refused almost every researcher for 
marijuana. 

Mr. Rannazzisi. I am sorry? 

Mr. Nadler. They have refused the supply for basically every re- 
searcher. They have basically cut off medical research with respect 
to marijuana. 

Mr. Rannazzisi. I don’t believe that is the case. If you look at my 
testimony 

Mr. Nadler. I won’t debate that with you, because it is clearly 
the case. Let me go onto the next question. 

Mr. Rannazzisi. Well, I mean, would you like me to respond? 

Mr. Nadler. I want to get the information I want to get. 

Mr. Rannazzisi. So you don’t want — okay. 

Mr. Nadler. I heard your answer. I am going to go from there. 

Administrative Law Judge Mary Bittner recently recommended 
DEA grant a license to the University of Massachusetts professor 
Lyle Craker allowing him — and I understand this may have been 
referred to — allowing him to grow research-grade marijuana for use 
in FDA-approved studies that could evaluate whether marijuana 
meets the FDA safety and efficacy standards for approval of pre- 
scription medicine. 

This application was submitted to DEA more than 6 years ago. 
Mister 

Mr. Rannazzisi. Rannazzisi. 

Mr. Nadler. Rannazzisi. 

Mr. Rannazzisi. Yes, sir. 

Mr. Nadler. Can you please tell us within what time period can 
we expect the DEA will decide whether to accept Judge Bittner’s 
ruling, before the expiration of the President’s term? 
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Mr. Rannazzisi. I can’t give you a time period about when a rul- 
ing is 

Mr. Nadler. Would you expect it will be — the President has a 
year and a half to go. Would you expect a decision whether to ac- 
cept an administrative law judge’s recommendation would be made 
within the next year and a half? Is that reasonable? 

Mr. Rannazzisi. Excuse me 1 second, please. 

Mr. Scott. I would advise the Committee that we will have an 
opportunity to submit questions in writing, and I think this might 
be 

Mr. Rannazzisi. That would be a question that we would rather 
submit in writing. We would like to submit that 

Mr. Nadler. Well, let me ask you a different question. 

Mr. Rannazzisi. Yes, sir. 

Mr. Nadler. Normally, how long does it take the FDA to agree 
or disagree with an administrative law judge’s recommendation? 

Mr. Rannazzisi. The FDA would not 

Mr. Nadler. Not the FDA, the DEA. 

Mr. Rannazzisi. It just depends on the issue. It is a case-by-case 
basis. 

Mr. Nadler. Well, does it normally take, on average, 6 months, 
on average 6 years? 

Mr. Rannazzisi. I wouldn’t have that information handy, sir. I 
would have to get back to you on that. 

Mr. Nadler. Well, think of any instance where it has taken more 
than 5 years. Are there any? 

Mr. Rannazzisi. Well, that is erroneous. It has not been 5 years. 
If I am not mistaken, the decision was handed down months ago. 

Mr. Nadler. Are there any longer than 2 years? 

Mr. Rannazzisi. I don’t know that information, sir. 

Mr. Nadler. Are there any longer than 1 year? 

Mr. Rannazzisi. Sir, again, I will have to get back to you. I will 
get back to you, and if you would like, I would 

Mr. Nadler. Okay. I would like a commitment that the decision 
will be made within the lifetime of this Administration. I think 
that is a minimum that we could ask. 

Let me ask you the following question: Does the DEA oppose or 
support efforts by scientists to resolve the controversy over medical 
marijuana by conducting FDA-approved clinical trials, yes or no? 

Mr. Rannazzisi. Well, the DEA does not oppose any clinical 
trials that have been accepted for trial by the FDA and NIDA. We 
have never done that. 

In fact, in our process, the only thing DEA 

Mr. Nadler. The answer is, no, you do not oppose. 

Mr. Rannazzisi. No, we don’t oppose any trials. 

Mr. Nadler. Thank you, and let me ask you the following 

Mr. Scott. The gentleman’s time has expired. We will have just 
a few last questions. 

Mr. Nadler. A company in England, GW Pharmaceuticals, has 
developed a marijuana-derived drug called Sativex that is already 
available for patients in Canada, England and Spain. I understand 
that GW Pharmaceuticals have now teamed with a major Japanese 
pharmaceutical company, Otsuka, to conduct Sativex trials in the 
U.S., which the FDA has approved. 
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Can you please tell the Committee why the Federal Government 
is allowing foreign corporations to develop a monopoly on mari- 
juana-based drugs in this country? Are we opposed to American 
economic development? 

Mr. Rannazzisi. Sir, I guess you have got to understand what 
DEA’s role is, here. DEA doesn’t approve studies. 

All DEA does is issue registrations for controlled substance han- 
dlers and researchers. That is what we do. The studies are ap- 
proved at NIDA and HHS, where studies have always been ap- 
proved. That is not in our purview. 

Mr. Nadler. Thank you. 

Mr. Scott. Thank you. 

The gentleman’s time has expired. I would like to thank the wit- 
nesses for their testimony today. 

Ms. Corral. May I just add something quickly? 

Mr. Scott. Very quickly. 

Ms. Corral. Very quickly. I just wanted to respond to Congress- 
man Gohmert’s assumption about the 50 pounds of marijuana 
seeds. 

Mr. Gohmert. It wasn’t an assumption. 

Ms. Corral. I beg your pardon. 

Mr. Gohmert. It was some factual testimony. 

Ms. Corral. It is factual testimony. And, in fact, those seeds 
from sterilized plants, while they were germinate, will not render 
full-grown plants that actually sex out male or female and produce 
usable marijuana. They actually die after quite a short time. 

I also wanted to mention that there is a great deal of scientific 
research. In 1992, the International Cannabinoid Research Society 
was founded, and there are numerous prestigious physicians and 
researchers throughout the world who are part of this. 

Mr. Scott. I am going to ask you to submit those studies to the 
Committee. 

Ms. Corral. Yes. 

Mr. Scott. Dr. Murray is going to submit the studies he has, so 
we will be able to review them all at the same time. 

Ms. Corral. Yes, and I would just like to mention that while the 
DEA does block research by not approving, throughout the world, 
other research, even in the face of these treaties, continues to pro- 
vide and substantiate the medical value of marijuana. 

Thank you for your time, and I am sorry to go over. 

Mr. Scott. Thank you very much. 

And Members may have additional written questions for our wit- 
nesses, which we will forward to you and ask you to answer as 
promptly as you can so they will be made a part of the record. 

Without objection, the hearing will remain open for 1 week for 
submission of additional materials. 

And, without objection, the Committee stands adjourned. 

[Whereupon, at 11:44 a.m., the Subcommittee was adjourned.] 
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Introduction 


There is a Pain Crisis in America. Its primary manifestation is the routine and widespread under- 
trcatmcnt of pain, especially chronic, non-cancer pain. Odier manifestations include a severe and 
growing shortage of physicians willing to prescribe morphine and related opioid analgesics, the 
widespread use of more toxic and less efficacious classes of medications in an effort to avoid 
opioids, and the profoimd distortion of medical education and of the doctor-patient relationship. 

How large a problem is under-treated pain in America? In a 200 1 article in the Journal of the 
American Medical Sociely (JAMA), Brian Vastag reports on the work of Richard Brown and 
colleagues who stated, at a National Institute on Dmg Abuse (NIDA) symposium in April 2001, 
that there was widespread acknowledgment that both acute and chronic pain are undertreated. 
BroOTi estimated that more than 17% of Americans have serious chronic pain and that many go 
untreated and many more are undertreated. I Vastag. 2Q011 This is the pain crisis in America. 

In an attempt to gauge the extent of the problem, these researchers developed a surv'ey that 
measured the prescribing practices tor benzodiazepines (Valium and related sedatives) and for 
opioid analgesics by different groups of physicians in response to variations of a single presented 
case. Tlic physicians' prescribing decisions were dicn compared with recommendations from a 
panel of pain management experts. The findings were stark: 

While the expert panel recommended that viitually all patients with [common 
idiopathic back pain) who do not respond to other treatments be given an opioid 
analgesic, only 20% of physicians said tlicy would actually write that prescription... 

"It suggests there's a lot of unnecessary suffering," said Brown. To combat the 
problem, he called for increasing the amount of medical school education devoted to 
pain management, from the typical 2 to 4 hours to 16 or 20. [ Vastag. 20011 

None of this is new. For decades, researchers have noted this discrepancy between how chronic 
pain should be treated and the dismal state of the art as practiced in tlie U.S., and they coniiiioiily 
call for more and better education of physicians. But is the pain crisis in America simply a 
problem of the acquisition and application of medical knowledge? And if so, why have the 
impressive and consistent educational campaigns directed at this problem in recent decades failed 
to yield tire e.xpected changes in medical practice m the U.S.? 

The historical record strongly suggests a deeper and far more disturbing root cause of our current 
pain management predicament. In the years after 1914, the Narcotics Division of the Treasury 
Department, progenitor of today's Drug Enforcement Agency (DBA), brought a series of test 
cases against physicians under the Harrison Act. Tlirough tlic courts, drug prohibitionists 
achieved the criminalization of drug users and of the doctors who would treat them as patients 
and as himian beings w orthy of die same individualized medical care as any other sufferer in a 
free society. This wide scope of law enforcement responsibility was far beyond that legislated by 
Congress when it passed what appeared to be a tax act in 1914. IKing, 19531 

This historical period marks the invention of a perpetual national drug crisis which has ever since 
been claimed as the special national interest justifying the regulation of opioid analgesic 
medications and other 'dangerous drugs' by a federal law enforcement agency. In so doing, diis 
agency has usurped the right constitutionally reserv'ed to the states to otherwise license and 
regidate medical practice in that most fimdamental, archetypal, and timeless of all the medical 
arts: the skillful application of opioid analgesia towards the relief of human pain and suffering. 
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While opium and its derivatives are among the most ancient and well understood and safest 
phamiaccuticals manldnd has ever developed, problematic use has been a source of personal 
tragedy in the lives of individuals throughout recorded history'. However, before about 1920, there 
was no domestic 'drug subculture,' no 'drug problem,' no eriminal black market, no drug cartels, 
no state-sponsored hounding and jailing of drug users and pain patients and of their physicians, 
no public outcry for the politicians of the day' to "get tough on drags." In fact, there is no credible 
record of a domestic drug problem prior to the perversion of the Harrison Act in the courts in the 
years after 1914 although tlicrc were many more opiate dependent people, both in absolute 
numbers and as a percentage of the population, than there are today. It has been estimated that in 
the 1880s some 4 per cent of tire population of the United States used some kind of opiate for 
nonmedicinal purposes. [ King, 1972a l For a sense of perspective, consider that modern heroin 
use peaked in the late 1 98()'s at approximately 326,()()() (past month) users, or about 0.1 percent of 
the population, according to National Household Survey on Drug Abuse data. It is notable that, in 
the decades around the end of the Nineteenth Century, America supported large and powerful 
popular social movements against alcohol and tobacco use which were widely (and correctly) 
perceived as true national public health scourges. There is no record of any anti-opioid movement 
or opioid prohibition movement of similar significance because this class of substance w'as not 
viewed (again correctly) to be a social scourge or significant public health menace. I Brecher, 
1972al 

The root cause of the widespread undertreatment of pain can be traced directly to the systematic, 
nationally coordinated, relentless harassment, arrest, and prosecution of thousands of American 
physicians, many of whom had been engaged in nothing other than the standard care of pain and 
addiction of the day. This pogrom lias continued, unabated, for almost ninety years. 

The proximate cause of the pain crisis arises from what is known as the "chilling effect," a phrase 
which describes the grotesque distortion of tire nonns of medical practice and the violation of the 
doctor-patient relationship that results from the withdrawal of phy sicians from the appropriate 
treabnent of pain due to fear of litigation, loss of livelihood, and incarceration. 

Criminal prosecutions of physicians have increased under Attorney General John Ashcroft. 
Examples of recent important cases include those of Dr. William Hurwitz, a pioneer in the field 
of pain management m Virginia; Dr. Jen Hassman, who had the largest pain practice in Tucson, 
and is being threatened with a 28-ycar prison tenn apparently because a small fraction of her 
patients used the prescriptions in imauthonzed way; Dr. Robert Weitzel of Utah, who was 
convicted of negligent homicide and manslaughter but then acquitted in a new trial after the 
prosecutor was found to have concealed exculpatory' evidence, and Dr. Deborah Bordeaux of 
South Carolina, who w'as convicted under a "drag kingpin" statute carry ing a mandatory 
minimmn sentence of 20 years, after working a mere two months in a locum tenems position at a 
clinic treating chronic pain among other ailments. 

In a 2003 press release entitled "Tire My'th of die Chilling Effect," the DEA denied the possibility' 
that its actions against physicians could have such an effect, arguing that DEA only brings actions 
against a miniscule proportion of doctors, therefore actions against doctors for violations of the 
Controlled Substances Act (CSA) cannot be causing other doctors to seek to avoid such actions 
by failing to use opioid analgesics appropriately or by refusing to prescribe them at all. [PEA, 
2003 1 We will analyze this document very-' carefully later in this paper and reveal it to be so much 
dissembling gibberish. 
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What each of us as members of a free and democratic societj-, governed by our own consent 
under tire Constitution and the Bill of Rights, with an understanding of tire meaning of federalism. 
States rights, the Fourth Amendment right to privacy, and the separation of powers, has to decide 
is: 


1 . Was there ever, or is there now, a national problem caused by domestic licit and illicit 
dmg use of such dire import and magnitude that it might justify placing medical doctors 
and researchers under the direct regidatory control of adversarial federal law enforcement 
officers witli no medical training? Should the DBA. a federal law enforcement agency 

w ith a Fiscal Year 2004 Office of Management and Budget (0MB) rating of ZERO 
l OMB, 2003 1. have the power to prescribe and proscribe the medical behavior of 
individual physicians, down to the level of judging individual patient medication 
regimens, and to grossly distort the nonus of medical practice in entire specialties of 
medicine? 

2. If there is a national drug problem that does warrant eighty years of a wm on dmgs / war 
on doctors and the systematic state sanctioned abuse of pain patients, drug users, and 
dieir families, what exactly is the nature of die problem and how severe is it? Compared 
to what? 

3. Wliere do we go from here'' Does the DEA have a legitimate role in making policy on 
issues which arc considered to be medical and public hcaldi matters by the vast majority 
of the nations of the world? Is negotiating towards achieving consensus with such people 
possible? Is it strategically , morally and ethically advisable? Tliere have been several 
'Pain Summits' over the years and grand 'consensus documents' and 'clinical guidelines' 
have been proclaimed, and yet the war on doctors continues unabated. So we ask, does 
the DEA negotiate in good faith? 


Historical Antecedents 


A Tax Act Gone Terribly Wrong 

Hic Food and Drag Act of 1906 was a basically good public health measure tliat required 
medicines containing opiates and certain other drugs must say so on their labels. Later 
amendments to the act also required that tlic quantify of each drug be truly stated on tire label, and 
that the drugs meet official standards of idemify' and purity. The Harrison Act effectively 
withdrew the protection of the Food and Drug Act from the users of these drags and precipitated 
the public health debacle that is the real drag crisis in America. 

The nation w ould have an opportunity to learn this lesson again with alcohol Prohibition (1919 - 
1933); prohibition equals social chaos, regulation equals social responsibility. Alcohol prohibition 
differed from drag prohibition in that the Volstead Act was passed in response to the very' real 
problems caused by alcohol which is a far more destructive substance physiologically, 
bchaviorally, and socially than arc the opioids, stimulants or hallucinogens. Tlie results of 
prohibition in both cases is strikingly similar. Alcohol prohibition was intended to lessen social 
problems, improve the public health, reduce crime and cormption and the costs of law 
enforcement and incarceration. It was an abject failure on all counts. [ Thornton. 1991 1 
Prohibition of reciprocally beneficial transactions is doomed to failure. 
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Matters of international diplomacy and international trade significantly impacted the 
development of U.S. domestic drug policy. In 1906, in response to domestic opposition to 
continued British opium sales to China and to America's own foreign opium problem in the 
Philippines, President Hieodorc Roosevelt called for an international opium eonference to foster 
the development of internaf onal rather than just national controls. The Hague Convention of 
1912, which focused mainly on the opium problems of the Far East, followed. Secretary of State 
William Jennings Biy an, a man famous and infamous in American historj' for his prohibitionist 
convictions, was the Harrison Act's primary proponent and he urged passage as a matter of 
international treaty' obligation. [ Breciier, 1972bl 

The Harrison Narcotics Act was a tax act: "An Act To provide for the registration of, w'ith 
collectors of internal revenue, and to impose a special tax on all persons who produce, import, 
manufacture, compound, deal in, dispense, sell, distribute, or give away opium or coca leaves, 
their salts, derivatives, or preparations, and for other purposes." [Harrison Act. 1914 1 The Act 
contained provisions for the licensure of physicians and phannacists as well as manufactures and 
importers and set a modest excise tax of one cent per ounce on opium, coca leaves and their 
derivatives. Its passage was encouraged with some appeal to the early stirrings of the media- 
inspired hysteria widi racist and .xenophobic overtones that are a leitmotif in America's war on 
drags and a driving force behind it. However, the Harrison Act was not a prohibition measure at 
the time of its enactment nor w as fear of an impending domestic addiction problem its primary 
focus. [ King, 1972a l 

Uic Act was intended to measure and get a handle on what was an entirely unregulated and 
chaotic market. Physicians and patients in a doctor-patient relationship were specifically 
exempted with this language: "Nothing contained in this section shall apply ... to the dispensing 
or distribution of tmy of the aforesaid drugs to a patient by a physician, dentist, or veterinary- 
surgeon registered under tltis Act in tlie course of his professional practice only." I Harrison Act. 
1914 1 The only burden placed on doctors was that they register for a fee and keep records of 
medications dispensed or prescribed. 

Had the Harrison Act been left unchanged as initially passed by Congress, we might today be 
discussing it along with the Food and Drag Act of 1 906 as examples of the United States' early 
and laudable public healtli efforts at addressing a small but potentially significant domestic 
substance abuse problem. Unfortunately, the Harrison Act is instead best remembered as a tax act 
gone terribly wrong, marking the beginning of drug prohibition as national policy. The very first 
cases brought to the Courts to test the Act and hone it through legal challenge w'ere cases against 
practicing physicians, and so the Harrison Act marks the beginning of America's war on doctors 
malcing them the Acts first, and at the time only, targets. For a brief time, pain patients and drag 
users would have to wait their turn. 

In the Course of His Professional Practice Only... 

How' did everything change, so abruptly and violently, in the w'alcc of the Harrison Act? 
Enforcement was the responsibility of the Narcotics Division of the Treasury' Department. The 
Division w as merged into the Prohibition Unit of die Treasury Department when tiiat w as 
established in 1920 after passage of the Volstead Act in 1919, and later became the Federal 
Narcotics Bureau in 1930 as die era of alcohol prohibition was drawing to a close. The Division, 
seeking clarification and establishment of the scope of their powers under Harrison, brought a 
series of clever prosecutions to the court against the exemption for the doctor patient relationship. 
This was critical, for as long as doctors were taking care of addicts as they heretofore had, there 
w as in fact no problem for our G-mcn-in-vvaiting to attack. Furdicr, as long as doctors and 
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patients were shielded by the exemption from the Harrison Act, there could be no sizable market 
for illicit drugs and no way for law enforcement to get at addicts w ho turned to tire medical 
profession for help. Quoting Rufus B. King from his 1953 Harv'ard Law Review article entitled, 
"The Harrison Narcotics Act - Jailing the Healers and the Sick": 

Our grievous error was in allowing the narcotics addict to be pushed out of 
society and relegated to the criminal community. He isn't a criminal. He never 
has been. And nobody looked on him as such imtil the furious blitzkrieg launched 
aromtd 1918 in connection with the enforcement of the Harrison Act... Narcotics- 
users were "sufferers" or "patients" in those days; they could and did get relief 
from any reputable medical practitioner, and there is not the slightest suggestion 
that Congress intended to change this-beyond cutting off the disreputable 
"pushers" who were thriving outside tlie medical profession and along its 
peripheries. [King, J953 I 

I will not review in great depth here the details of the three core cases through which the Bureau 
changed a benign tax act into a nightmare prohibition act. Interested readers are referred to 
detailed accounts by both King, in his 1953 Yale Law Review article [King. 1953 1 and in 
Chapters 3 and 6 of his 1972 book. The Drug Hang-Up. America's Fifty-Year Folly I King, 

1972b ] and by Brecher in Chapters 8 and 9 of his classic Licit and Illicit Drugs [ Brecher, 1972c ] , 
also published in 1972. The three key cases are Webb (1919), Moy (1920), and Behrman (1921). 
Rufus King portrays all three litigants as ne'er-do-wells. Dr. Webb "simply sold prescriptions by 
the thousands, indiscriminately, to all comers, for fifty cents apiece," Dr Moy was "an out and out 
peddler [who] prescribed morphine to strangers... 10 grams at a time for $1.00 a gram" and 
Behmian was "likewise a flagrant violator." 

In Webb, the Attorney General posed a certified question to tlie Court; 

If a practicing and registered physician issues an order for morphine to an 
habitual user thereof, the order not being issued by him in the course of 
professional treatment in the attempted cure of tlie habit, but being issued for the 
purpose of providing the user with morphine sufficient to keep him comfortable 
by maintaining his custom use, is such order a physician's prescription under 
e.xception (b) of s.2? [King. 1953 1 

The Court, offended by the facts of the Dr. Webb's outright peddling responded: "to call such 
order for the use of morphine a physician's prescription would be so plain a perv'crsion of 
meaning that no discussion of the subject is required." The problem here is that the phrase, 
"sufficient to keep him comfortable by maintaining his customary' use" is not a merely a 
description of the egregious facts of Webb but also encompasses the dispensing of opioids for the 
relief and prevention of withdrawal drat is clearly bona-fide medical treatment of opioid 
dependence. 

The wedge between "the appropriate bounds of medical practice" and the bona-fide medical 
treatment of opioid dependence was widened inMov in which the Court rendered the opinion: 

Manifestly the phrases "to a patient" and "in the course of his professional 
practice only" arc intended to confine the immunity of a registered physician, in 
dispensing the narcotic drugs mentioned in the act, strictly within the appropriate 
bounds of a physician's professional practice, and-not to c.xtcnd it to include a 
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sale to a dealer or a distribution intended to cater to the appetite or satisfy, the 
craving of one addicted to the use of the drug. I King. 1972c l 

Which brings us to Behrman, a name made infamous in succeeding \ ears when medical doctors 
were rounded up in large numbers by means of what came to be known as the "Behmian 
indictment.” [ King, 1972c l Behrman was arrested for prescribing at one time 150 grains of 
heroin. 360 grains of morpbine and 210 grains of cocaine. [See also " Flush Trash " in Appendix 
Two for an analysis of this dosing regimen.) The trick here is that the indictment was not drawn 
as an accusation that Bchmian's prescriptions were not "in the course of his professional practice 
only," but "instead alleging that, in effect, the drugs were given in a good faith attempt to cure the 
addict." IKing. 19531 Tliis is the birth of what we might call the "doctor's dilemma," that it is a 
federal offense to administer opiates to an opiate addict for the purposes of treating their opiate 
addiction though to administer opiates to an opiate addict in pain for the purposes of analgesia is 
OK. Now, if only the distinction between the two could be reliably made... 

The Doctor's Dilemma 

While opioid medications arc relatively safe and cftcctivc, there can be complications. Doctors 
commonly bring both legitimate medical concerns and well-founded fear of regulation to the 
tabic. An aura of unease surrounds medical training in the use of opioid analgesia. Perhaps to put 
a psychologically more palatable medical face on what was really painful historically experience 
w'itli federal harassment and persecution, the clinical dangers of opioid use are exaggerated. 
Physicians are taught that morphine and its relatives are dangerous, difficult to use substances; 
that tlicy arc highly addictive and can easily cause respiratory depression and dcatli. But even 
when the safety and efficacy of opioid therapy is recognized and taught, the reality of the DEA 
war on doctors need not be tauglit; it is on the news and in tlie trade journals and happening all 
the time around physicians in communities across America. 

In 2002, then DEA Director Asa Hutchinson, in an address to the American Pain Society', 
attempted to reassure the medical community; 

I'm here to tell you that we trust your judgment... Tlie DEA does not intend to 
play the role of doctor... We will not prevent practitioners acting in the usual 
course of their medical practice from prescribing OxyContin for patients w'ith 
legitimate medical needs. W'e never want to deny deserving patients access to 
drugs that relieve suffering and improve the quality of life. l Oi-ient. 2003 1 

Soothing words perhaps, but the medical community can be forgiven for paying more attention to 
the escalation of the war on doctors this agency has undertaken under Bush / Ashcroft. The 
unfortunate reality is that it is impossible on clinical gromids to reliably distinguish the 
"desen-ing" chronic pain patient from the presumably undeserving drug addict who is not 
othcnvisc in pain. Tlie pain management phy sician employs functional criteria to monitor tire 
course of chronic opioid therapy. That is, the patient is regularly assessed in the areas of his 
ability to perfonn "activities of daily living" and to meet family obligations and social nomis, and 
the patient who meets expectations in these areas is presumed to be a chronic pain patient rather 
than an addict. However, any opioid dependent person on an adequate regular dosage regimen, 
for example, a successful methadone maintenance patient, is physiologically and socially 
indistinguishable from a chronic pain patient whose pain is controlled by chronic opioid therapy, 
or indeed, from a w ell person. 
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We have reviewed the Harrison Act and its aftermath as the historical crux of the war on drugs, 
the war on doctors, from which the pain crisis in America directly stems. In short, die drug 
prohibitionists succeeded in creating, through deceptive legal challenges, a verj' broad scope of 
power criminalizing doctors and dmg users as well as drug importers and peddlers, instead of the 
very' small scope that Congress had intended (the smuggler and the peddler) when it exempted the 
doctor-patient relationship under Harrison. [King. 19531 Millions of law-abiding American 
opioid users became criminals by legislative fiat while at the same time being cut off from legal 
supply of the medication tiicy needed to function in society and with no cftcctive public health 
measures employed to mitigate the predictable physical, emotional and spiritual sickness and 
suffering unleashed across the nation. 


Big Lies and Bullies Trump Research in the War on Drugs 


In a scientific society vve might e.xpect tiiat good epidemiological and medical research would, 
over time, dissolve myths and prejudices and generate basic scientific answers on wtiich rational 
policy might be based. It is a sad, recurrent theme in the war on dmgs tliat law enforcement 
repeatedly tried to limit what research is undertaken by denying pennits to possess and use drugs 
for studies, and by vilifying and threatening the professional lives of tliosc courageous researchers 
who do the necessary work despite the obstacles. What research is accomplished is manipulated 
and spun by various govemmcntal agencies to suit predetennined national drug policy. 


The LaGuardia Commission 

A classic and well documented example of law enforcement misinfonnation and shameless 
bullying of politicians, doctors, and scientists is the story of NY Mayor Fiorello LaGuardia and 
his 1 939 blue-ribbon commission which was established under the auspices of the NY Academy 
of Medicine to examine the absurd claims of Narcotics Bureau Commissioner Anslinger 
expressed in hysterical press suggestions that New York City children were on the brink of 
launching "marijuana-induced orgies of theft, sex, and murder." [Anslinger, as quoted in [ King, 


Tlie Academy did excellent work documenting the physiological and psychological effects of 
marijuana including careful tests of IQ, memory, and learning which failed to reveal any 
significant pathological pattern. Further, the Mayor's investigators foimd virtually no use of 
marijuana in high schools or junior high schools, and no observable association between juvenile 
delinquency and such marijuana use as they did find. 


Alas, the LaGuardia Report was to be a case of w inning the battle and losing the w ar. Anslinger 
did not challenge tire findings but rather attacked tire researchers for publishing tlrem. "From [tire 
enforcement] point of view it is very' unfortunate that Doctors Allentuck and Bowman should 
have stated so imqiialificdly tlrat the use of marijuana docs not lead to physical, mental or moral 
deterioration" [Anslinger in a 1942 letter published in the American Journal of Psychiatry, as 
qnoted in IKing. 1972dl l 


The Narcotics Bureau's attack on the final release of the LaGuardia Report was far more 
insidious and damaging. Consider the following excerpt from an editorial in JAMA: 


[AJ book called "Marijuana Problems" by the Mayor's Committee on Marijuana 
submits an analysis [which] minimizes the harmflilness of marijuana. Already the 
book has done hami. One investigator has described some tearful parents who 
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brought their 1 6 year old son to a physician after he had been detected in the act 
of smoking marijuana. A noticeable mental deterioration had been evident for 
some time... The boy said he had read an account of the La Guardia Committee 
report and tliat this was his justification for using marijuana. [Excerpt from 
AMA editorial, as quoted in [King, 1972d ll 

King reminds us that "this nonsensical frothing, which could not conceivably have conic from 
anywhere but the Bureau," was published under the prestigious AMA masthead. The message to 
doctors and to researchers was clear. Expect to be attacked by federal law enforcement and 
abandoned by your peers in the powerful AMA for your professional efforts and honesty . 

The ultimate outcome of this brouhaha was devastating. Few reputable doctors and scientists 
would risk tlicir professional lives in this sort of enviromnent and law enforcement officials in the 
Bureau unhesitatingly denounced even the facilities of major hospitals and leading universities as 
inadequate for the conducting of responsible e.xperiments, and hence unw ortliy of a Treasury 
license required for studying controlled substances. [King, 1972d l Treasury-approved research 
projects dropped from 87 in 1948, to 18 in 1953. to 6 in 1958. 

The Dissembling DEA and the Myth of the "Chilling Effect" 

A 2003 Dmg Enforcement Agency DEA press release entitled "Tlic Mydi of the Chilling Effect" 
[ DEA, 2003 1 is a very interesting document. It is brief, a mere 182 words in seven sentences 
fomicd into four paragraphs, and contains a table and six pic charts. Every sentence is entirely 
true, and the text as a whole is odd only in that the content of the first three paragraphs make no 
particular point regarding the "chilling cftect" the document purports to debunk. The overall 
message is: "DEA only brings actions against a miniscule proportion of doctors, therefore actions 
against doctors for violations of the Controlled Substances Act (CSA) cannot be causing other 
doctors to seek to avoid such actions by failing to use opioid analgesics appropriately or by 
rcftising to prescribe them at all ." 

Let's start widi the title. What is a "chillhig effect"? The phrase does not e.xist in most dictionaries 
as such. "Chilling" is an adjective meaning 'so scary as to cause chills and shudders,' and as a 
verb "chill" can mean 'to depress or discourage.' Let me propose the following working definition 
of a "chilling effect" that is consistent with w'hat the DEA is addressing in its press release: 

The "chitting effect" is the withdrawat, for fear of titigation, by physicians from the 
appropriate treatment of pain. 

It is important to note that much of the public health damage here is caused not by the doctors 
accused of wrongdoing, rather it is caused by doctors-in-good-standing who, faced widi a patient 
in pain and therefore at risk of being targeted by the DEA, modify' their treatment in an attempt to 
avoid regulatory attention. This distortion of the doctor-patient relationship is complex and can 
be gross or subtle. Examples include a blanket refusal to prescribe controlled substances even 
when clearly indicated, or selecting less effective and more toxic non-controlled medications 
when a trial of opioid analgesics w'ould be in the best interests of a particular patient. At the very 
least, some degree of suspicion and mistrust will surely arise in any medical relationship 
involving controlled substances. 

Tlicrc is very’ little a well-intentioned physician can do to mitigate tliis risk, to correct tlicsc 
distortions in medical values, ethics, and in the doctor-patient relationship that always arise in the 
course of treahnent for pain and/or substance abuse problems. Even c.xpcrts in the medical 
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treatment of addiction and pain cannot make the crucial distinction, the identification of the 
'legitimate pain patient,' with confidence. [PAIJN_CHEM_DEP listServ, 2003] Quite simply, the 
core presumption, that the states-of-being: 'legitimate pain patient,' 'drug abuser,' 'diverter,' 
'frequent flyer,' etc., arc mutually exclusive and dichotomous is, medically, false. 

The legal punishment for mistaking a drag abuser for a pain patient can be extremely severe; 
doctors are being threatened with 28-year prison terms (Dr. Hasman), have been likened to "crack 
dealers" (Dr. Huiwitz) and tried as "drag kingpins" (Dr. Bordeaux). l Orient. 2003 ] ; [White & 
Kaufman, 2003 1 On the other hand, mistaking a pain patient for a drug addict, and thereby 
committing the error of failure to appropriately treat pain, is highly unlikely to have any legal 
consequences at all. This set of legal and psychological imperatives with their attendant severe 
punishments has created a near ideal environment for manifestation of a "chilling effect," which 
inexorably leads to the under-treatment and non-treatment of pain in America. 

The Controlled Substances Act (CSA) of 1972, which supersedes and replaces the Harrison Act 
and all intervening federal drug legislation, makes it a federal offence to prescribe controlled 
substances to a drag addict for the purposes of treating or maintaining their addiction, except 
where tire physician holds a separate DEA license to provide metliadone maintenance. This is 
w'hat defines the "bounds of accepted medical practice" referred to in the subtitle of the DEA 
press release under consideration. Defining the medical treatment of addiction as 'outside the 
bounds of accepted medical practice' is a legacy of the Harrison Narcotics Tax Act of 1914 as 
discussed earlier in this paper. 

The one table contains die only comprehensible data in the DEA press release and makes, 
somewhat obliqnely, the point as stated in the begirming of this analysis. Here is the table which 
presents partial Fiscal Year (FY) 2003 data: 


Total reeistrants = 963.383 

Number 

% Total Registrants 


Investigations Initiated: 

.337 

0.06 


441 

0.05 

i Arrests of MDs: ] 

34 

0.01 


The table is presented without caption or discussion e.xcept what is contained in paragraph four: 

Since FY 1999 the DEA registrant population has coutinually increased reaching 
almost 1 million doctors (as of June 30, 2003). During this same time, DEA has 
pursued sanctions ou less than oue tenth of oue percent of the registered 
doctors..." IDEA, 20031 

We are talking about risk here and the appropriate statistic is a rate. The Numbers in the table 
above can correctly be used as numerators to compute this statistic, however, T otal registrants is 
not the appropriate denominator because the denominator used must iuclude ouly physicians who 
could possibly come to DEA attention. 1 call this misleading use of an incorrectly computed rate 
Denominator Abuse. 

Having a DEA license is necessary but not sufficient to put a physician at risk of investigation, 
loss of license and arrest. Tlie other requirement for being a physician-at-risk, thereby earning a 
rightful place in the denominator, is prescribing controlled substances in regimens that DEA finds 
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questionable, and this number is far, far smaller. It should be noted in this regard, that DEA 
licensure is commonly required for hospital employment or privileges regardless of whether a 
physician ever intends to prescribe controlled substances or even possesses the special 
prescription pad necessary' to do so. 

Exactly how much smaller is the appropriate denominator? Tlic answer is open to interpretation 
and affected by assumptions; only the DEA could provide the precise number and they do not 
publish this datum. For example, using the full year's numbers from the same 2002 data set, 622 
physicians were investigated, charges were brought against 586, and in 426 cases medical 
licenses were revoked "for cause." [Hochman, 20031 Dr. Hochinan, a pain specialist and the 
Executive Director of the Nationtd Foundation of the Treatment of Pain, estimates that the 
number of physicians practicing "chronic opioid therapy" was 5000 in 2002. Tliis estimate is 
somewhat close to the "3000 pain specialists" estimated by Eric Chevlen. I ChevSen, 2001 1 If we 
use ITochman's "5000 doctors practicing chronic opioid therapy" number to compute tire rate 
statistic (and assuming that all in the numerator are also members of the denominator): 622/5000 
— 0.1244 — a DEA investigation-or-action rate of 12.44 percent, orders of maf^nitude higher than 
the incorrectly computed DEA rate statistic of "less than one tenth of one percent of the 
registered doctors." Tire comparable rate using Chevicn's "3000 pain specialists in tire U.S." is 
20.73 percent of at-risk physicians had DEA action initiated against them in 2002. 

I do not know exactly how' either Hochman or Chevlen arrived at that their estimates. If 
reasonably derived, citlicr estimate could be a statistically appropriate denominator to compute a 
rate statistic. On the other hand, the DEA's choice for the denominator is most certainly wrong. 1 
am trying here to give a sense of how important it is to be explicit about one's assumptions in 
these matters and of how difficult it is, given the available DEA data, to construct even simple 
rates that are more enlightening than misleading. Regardless of how the rate statistic is computed, 
a "chilling effect," as operationally defined in this paper, is not a solely a function of risk as 
defined by an appropriate rate; severity of risk, highly publicized trials of prominent physicians, 
and the perceived rationality or irrationality of the DEA criteria used to set the "bounds of 
accepted medical practice" also play a significant role in how physicians react to the fear of 
litigation. 

Finally, as Dr. William Hunvitz pointed out m a December 7, 2003 message to the 
PAIN CFIEM DEP listServ, the DEA presents stahstics relating only to their actions against 
doctors and not tlic consequent distortion of medical practice diat is die 'chilling effect' tlicy arc 
claiming to examine. "The same purportedly low rate of disciplinary action cannot logically serve 
as an index of both cause and effect. How can one detenninc if there has been a chilling effect 
without looking at what doctors really do? There has been no attempt by the DEA to do so." 
[Hurwitz, 2003] 1 call tliis misleading confusion of outcome for index event, " Outcome 
Obfuscation . " (See Appendix Two) 

One can only conclude that "The Myth of the (Shilling Effect" DEA press release is grossly and 
purposefully misleadhig, and statistically childish. 

Before we turn to a consideration of the nature and relative severity of the "drug problem" which 
is the justification for the regulation of opioid analgesic medications by federal law enforcement, 
let me point out that the above examples of the triumph of big lies and bullies over medical and 
social rationalism arc more than just amusing historical anecdotes. It is beyond the scope of tliis 
paper to thoroughly consider the "Findings of Congress" that are written into the Drag-Free 
Workplace Act of 1998 IDriig-free Workplace Act, 19981 and interested readers arc referred to 
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”A cnncal assessment of the impact of dnig testing programs on the American 
uorkplacc " [DtLuca. 20021 Let it suffice to sa> Iwrc the ma|or "Finding.” that "employees who 
use and abuse addictiic drugs and alcohol inenrase costs for business" was publicly debunked by 
ivscaieh sponsored by the goicmmcnts' own National Institute of Drug Abuse and published in 
1994 in a book cntitl^ "Under ihe /n/luencf^ Dntgt and ihe American tVorkforce" by Nomiand 
ct al INormand n. «l.. 19941 Regarding the minor "Finding" that "health benefit utilization is 
.^00 percent higher among drug users* these same authors found studies on this question 
equivocal at best 

It is particularly dismay ing to find this same oM tired litany of discredited uiformation wntten, 
without attnbution. directly into major U S. drug policy legislation 


Drugs are Bad. Compared to What? 

Amcnca does have a large substance-rebted public health problem, but it is very difficult to make 
a senous case that the substances we should be most coiKemed about are the illicit drugs and licit 
prcscnption controlled substances Figure I compares deaths related to the "rccicalional" use of 
tobacco, alcohol, illicit drags, and cannabis to deaths related to fatal adverse drag reactions 
(ADRs) which arc captioiK-d 'PharmCo.* Note that deaths related to illicit drugs ore an order of 
magnitude lower than deaths related to the legal recreational substances tobacco and alcohol 
Note also that deaths related to cannabis use are zero. 

Figure I (From hltpii'/bbtncws.ntl/dnigdciths.hlmll 


US Recreational Drugs Deaths 

Special New Release of BBSNews Faqiet dl (98) July 2002 
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America's pfoblcm with ADRs is liulv slaitling in that il is a far moic common cause of 
moihiditx and mortality than illicit drugs and occurs under dinxt medical auspices Lazarou ct 
al ,, in their I Wit mcta-analx sis of prospective studies, pubi Ished in JASiA . calculated tlic overall 
incidciKX of senous ADRs to be 6 7 pcieent. and fatal ADRs to be 0 32 percent, of hospitalized 
patients in the U S. I Lnzarou ct. al. 19981 Focusmg on analgesic medication, m 2000 
approximatclv Ih.tXK) Americans died from direct complications of NSAIDs (non-stetoidal anu- 
mnammatorv medications like Motnn and Naprosv n). In that year onlv some 200 died from 
OvvContin. usuallv in combination with akohol or other drug IChevlen. 2001 1 

Figure 2 was composed from National Household Survey data, obtained from the Office of 
National Drug Control Policy (ONDCPl. to show dnig use trends since |07<» While the 
government is correct that "since 197V current drug use is down substannally," the data also 
clearly show that the percentage of Americans who used illicit diugs in the past month is 
essentially unchanged since IVKh 


Figure 2 I ScherIrn & Robinson. 2003 1 


Since 1979, current drug use is down substantiaUy. 


Past Month Users (in Millions) 
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While the war on drugs / war on doctors has not lesullcd in dccieascd regular drug use. it is 
making that use increasingly deadly The goal of minimizing the haim to addicts, frequently 
proclaimed by the ONDCP, appears to be a dismal Guluie These figures lend support to the 
argument of the drug refoimcrs that drug prohibition docs significantly more harm than good 
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Figure 3 shout that over the tame period of lime that current drug utc is essentially unchanged, 
deaths iclalcd to illicit drug use climbed continuously and dramatically This is the opposite of a 
sane public health policy of harm reduction our national policy enrates conditions under which 
more and more drug users get sick and die 


Figure 3 I SchcrIen & Robinson. 2003 1 
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Source; Sourcebook on Criminal JuAice Statistics (2003) 


The Pain Crisis in America 

On October 2. 2003. the Association of American Physicians and Suigcons (AAPS) issued a 
statement entitled, “Doctors say U S diug policy forces pam patients to csticmc mcasuivs. turns 
doctors into cnminals “ I Serkes. 20031 In a country uhcie there is no shortage of phy sicians 
qualihod to presenbe opiate analgesics, which are rclativciy safer than altcmative classes of 
medications commonly used in the treatment of chronic pain (antidepressants. NSAIDs. and 
anticonvulsants), they noted that the 4X million odd people suffenng from chronic pain in the 
U S. were having difficulty findmg doctors to treat them, and that this was the result of a 
tragically misguided, politically dnven national drug policy , dcfacto law enforcement regulation 
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of medical practice, and overzealous federal prosecutors. "The 'war on drugs' has turned into a 
war on doctors and [onj tlic legal drags they prescribe and tire suffering patients who need tlic 
drugs to attempt anything approaching a normal life," said Kathry n Serkes, public affairs counsel 
for die AAPS. Referring to an review of thirty recent cases of prosecutions against 
phy sicians l AAPS, 2004 1 involving physician loss of livelihood, loss of license, and 
imprisonment and the abandonment of literally thousands of their patients, Serkes issued this 
stark and frightening statement to AAPS members: 

If you're thinking about getting into pain management using opioids as 
appropriate — DON'T. Forget what you learned in medical school - drug agents 
now set medical standards. I Serkes. 20031 

Magnitude and Nature of the Problem 

How big a problem is pain in America? Stewart et. al., in a 2003 cross-sectional study using 2001 
- 2002 data from die American Productivity Audit on 28,902 working adults, revealed that 
thirteen percent experienced a loss in productive time during a 2-week period due to a common 
pain condition. (Most, 76.6 percent, of die lost productive time was explained by reduced 
perfonnance while at work and not w'ork absence). Lost productive time was estimated to cost 
$61.2 billion per year. TTicy concluded that pain "is an inordinately common and disabling 
condition in the US workforce..." I Stewart et. al. 2003 1 

Reports and statements from government, regulatory and academic bodies attesting to a massive 
problem of untreated and undertreated pain abound. In 2004 Robert Meyer, Director of the 
FDA's Center for Drag Evaluation and Research, in testimony to tlic House Subcommittee on 
Criminal Justice, Drag Policy and Human Resources reminded legislators of a Consensus 
Statement from the National Cancer Institute Workshop on Cancer Pain over a decade earlier 
(1990) which indicated that the "undertreatment of pain... is a serious and neglected public health 
problem." I M ever, 20041 Tlic Agency for Healthcare Research and Quality reported in 1992 that, 
"half of all patients given conventional therapy for their pain. ..do not get adequate relief." [Carr, 
1992] In 1999 the Joint Commission on Accreditation of Healtlicarc Organizations (JCAHO) 
issued a press release noting that unrelieved pain had huge physical and psychological effects on 
patients and increased health care costs. JCAHO at that time officially declared pain to be the 
"fifUi vital sign," hencefortli regarding tire evaluation of pam a routine requirement of proper 
patient care as important and basic as the assessment and management of temperature, blood 
pressure, respiratory rate, and pulse rate. [JCAHO, 1999] 

Roadblocks to Relief 

What is the impact of chronic pain on quality' of life? Are tliere barriers and stigma related to pain 
treatment and especially to mainstay opioid medications? Most importantly, do those afflicted 
witli chronic pain in fact have their pain under control? Does treatment goes far enough 
particularly in more difficult cases w'here first line therapies have failed? These questions about 
the effect of chronic pain on individual sufferers and about their experiences seeking relief were 
investigated in a study commissioned by the American Pain Society (APS), the American 
Academy of Pain Medicine (AAPM) and Janssen Pharmaceutical and conducted by Roper Starch 
Worldwide, which was published in 1999 as, "Chronic Pain in America: Roadblocks to 
Relie f." IRoner Starch Worldwide. 19991 Of a mail panel of over 500,000 households 
representative of all households in the U.S., a total of 35,000 screening questionnaires were sent 
to a random cross-section and 805 individuals with moderate to severe non-cancer pain were 
inteniewed. The findings are thus representative of all such suffers in the U.S.: 
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• An estimated 9% of the U.S. adult population suffers from moderate to severe non- 
cancer related pain. 

• Approximately one third describe their pain as being almost the worst pain one 
could possibly imagine and two thirds have been living with it for over five years. 

• Just over one-half say their pain is pretty' ninch under control, how'cver, the majority 
w ith the most severe pain do not have it under control and of those who do, it took 
most over a year to reach that state. 

• Uncontrolled pain has a significant impact on quality of life, affecting the ability' to 
concentrate, work, socialize, sleep, exercise, and engage in sexual activity. 

• Controlled pain is associated with significant improvement in fimction and mood, 
however, those with severe pain still have a significantly lower quality of life and 
emotional well being compared to moderate pain suffers. 

• Overall 40 percent are not currently seeing a physician for pain relief believing that 
there i s nothing more a doctor can do and that they can deal with it. Of severe 
chronic pain suffers, 70 percent are under current medical treatment and are 
significantly more likely to require emergency room visits, hospitalization, and 
psychological tlicrapy in pursuit of adequate pain relief 

• Difficulty finding a doctor willing and competent to treat pain is tlie rule and not die 
exception. Approximately one half of the entire sample have changed physicians 
since the onset of the pain condition and over on fourth have made at least three 
changes because doctors did not take their pain seriously enougli, or were unwilling 
to treat it aggressively, or seemed to lack knowledge about pain. 

• Among the subset with severe pain, the level of frustration with the availability of 
adequate medical care was truly disturbing. The majority had changed doctors and 
almost one third had made three or more changes primarily because of persistent 
intolerable pain despite treatment. 

• Opiate analgesics are rated significantly more effective than non-opiate pain 
relievers among those who had ever tried them, though fears about addiction and 
side effects limited wider usage. A small percentage had turned to alcohol at one 
time or another for relief and this was most common in those middle aged and in 
men. 

Etiology of the Undertreatment of Chronic Pain in America 

In 1929 Alexander Fleming published his discovery' of penicillin, the first antibiotic. Prior to 
this time, all die way back to ancient Greece, physicians could be relied on for little else 
beyond the skillful administration of opium preparations and later morphine, which was 
isolated by German pharmacists at the turn of the century, towards the effective relief of 
pain. Just as there is no historical record of a national drug abuse problem in the first decade 
of the 20* century', a pervasive problem of the imdertreatment of pain was likewise unheard 
of Indeed, especially after the invention of a practical hypodennic syringe by Alexander 
Wood in 1845, rampant imdertreahnent of pain such are we are experiencing in die early 21“' 
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century- would probably have been unimaginable to medical practitioners in the early 
decades of the Twentieth Century”. 

Recognizing the efficacy of opioids in relieving pain and in improv ing the mood and fimctioning 
of the majority of chronic pain patients many experts have urged that such medications not be 
denied to sufferers. Portenoy, among others, has thoroughly studied and reviewed chronic opioid 
therapy and the consensus is clearly that long-tcmi opioid treatment is safe, efficacious, and is 
widely perceived to improve functioning and quality of life. [Portenoy. 1996 1 ; [Portenoy & 
Foley, 1986] 

How then can we explain the shortage of American physicians willing to prescribe appropriately 
potent opioids in appropriate doses on an ongoing basis to achieve such results? One reason is a 
persistent belief in the medical community that opioids arc dangerous and difficulty to use and 
that in high doses commonly cause respiratory' depression and death. In fact, respiratory 
depression is often seen in studies when opiate-naive subjects who are not in pain are given acute 
doses in the range commonly used to treat pain. The same doses given to opiate-naive patients in 
pain do not cause respiratory' depression. An explanation is tliat painful stimuli affect the 
respiratory center of the brain counteracting the respiratory depressant potential of the opioid, 
nhs is why opioids can and should be titrated to effect against pain. I .McOuav, 19991 Furtlicr, 
respiratory depression and death from overdose are so rarely seen in pain populations receiving 
chronic opioid tlierapy because vvliiie tolerance to the analgesic effect of tlie drugs develops very- 
slowly if at all, tolerance to the respiratory depressant and euphoric effects develops relatively 
rapidly. 

A second persistent erroneous belief is that addiction is a common outcome of chronic opioid 
therapy. There is no research evidence of any quality that chronic opioid therapy is associated 
witli any significant level of addiction outcomes. This is consistent finding over decades. 

• In 1981, Medina and Diamond reviewed their experience w'ith 2, .'169 patients treated in 
die 1970's at die Diamond Headache Clinic in Chicago for aNIDA Research Monograph: 
only two of 2,369 patients showed signs of psychological dependence (addiction) 
consequent to their receiving opioid or other pharmacotherapy . [Medina & Diamond, 
1981];[Medina & Diamond, 19771 

• Moulin et. al. (1996) employed a randomized double-blind crossover study design to 
inv estigate whether oral morphine effectively relieved pain and improv ed quality of life 
in a group of chronic pain patients who had failed other therapies. Their findings: " [The] 
morphine group showed a reduction m pain intensity relative to placebo in period 1 
(p=0.0 1 ) and this group also fared better in a crossover analysis of the sum of pain 
intensity differences from baseline (p=0.02). No other significant differences [including 
psychological symptoms, functional status, and cognition] were detected. " [Moulin et. 
al., 1996] (emphasis mine) 

• In a 2003 review article in the New England Journal of Medicine, Ballantyne and Mao 
thoroughly examined the literature on opioid therapy. In none of the 37 articles reviewed 
by these authors w as addiction as a consequence of opioid therapy found to be a major, or 
even significant, problem. I Baliantvne & Mao, 2003 ] 

A corollary' of the belief that opioid therapy commonly causes addiction is that modem potent 
opioid formulations favored by expert practitioners, for example sufentanil and Oxycontin, are 
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especially dangerous in tliis regard. This is entirely incorrect and suggests a failure to understand 
the basic phannacology of opioids and of substance abuse. Sufentanil is 1000 times more potent 
than morphine but it's therapeutic index, the ratio oftlie dose necessary stop breatliing to tlie dose 
ncccssaiy to stop pain, is similar to drat of morphine. Tire addictivcncss of a substance, more 
accurately how neurophysiologically reinforcing a substance is, depends on the interaction of 
host, substance, dose, rapidity of onset of action, duration of effective blood levels after ingestion, 
and pattern of ingestion (daily regimen). Transdermal fentanyl and Oxycontin were designed in 
part to decrease abuse liability by producing a gradual onset of effects and prolonged steady state 
blood levels. This is distinctly different from the "drugs of choice" of substance users and abusers 
which arc imifonnly rapid in onset and of short duration, for c.xamplc, caffeine, alcohol, 
amphetamine, methylphenidate, cocaine, short and intermediate acting barbiturates, alprazolam 
(Xanax), heroin, morphine, and short-acting oxycodone. 

The third persistent erroneous belief widely held by the American medical community is that 
opioid drugs should be avoided because increasing medical use will lead to a corresponding rise 
in diversion to illicit recreational use. It is this "problem" that is the "drag crisis" that is the target 
of America's peculiarly intense regulation of controlled substances. Joranson et. al., in an 
important 2000 JAMA article, measured the proportion of opioid abuse (as opposed to mere non- 
incdical use or emergency room "mentions" of opioid use) as well as overall trends in the medical 
use and abuse as a result of medicinal oproid therapy for severe pain. The results: 

Conventional wisdom suggests that the abuse potential of opioid analgesics is 
such tliat increases in medical use of these drugs will lead inevitably to increases 
in their abuse. The data from this study with respect to the opioids in the class of 
morphine provide no support for this hypothesis. The present trend of increasing 
medical use of opioid analgesics to treat pain does not appear to be contributing 
to increases in the hcaldi consequences of opioid analgesic abuse. I.luranson. 

2000 1 

The Distortion of Medical Practice 

The persistence and power of these beliefs, which are quite simply wrong, over the medical 
community is remarkable. Tliis, 1 believe, is a consequence of basing national drug policy on the 
given tliat opioids are bad because tire policeman says they are and are therefore dangerous for 
physicians who would prescribe them - but that is an unconifortablc thing for the medical 
community to admit. So we hold on to half truths and false beliefs which more acceptably bolster 
the legislatively encouraged behavior w’hich is the avoidance, fear and loathing of opioid therapy. 
Jacob Sullum refers to tliis as opiophobJa: 

Torture, despair, agony, and death are the symptoms of "opiophobia," a well- 
documented medical syndrome fed by fear, superstition, and the war on drugs. 

Doctors suffer tlie syndrome. Patients suffer the consequences. [ Sullum, 1997 1 

Socictv sanctions these beliefs and doctors arc punished for acting othenvise by regulatory' 
structure and function. The authority lies in state health practice acts and in the federal CSA and 
at both of these levels the war on drags, w'ar on doctors is unquestioned policy, it is this authority 
so directed tliat informs "the standard of medical practice" by which physicians are then judged, 
at least as much as the current state of medical understanding does. Tire various guidelines 
produced by clinicians in negotiation witli various state and federal tlie boards and agencies also 
incorporate these erroneous beliefs and in fact reinforce and legitimize tbem. Often referred to as 
embody ing the "principle of balance," in fact such activities are examples of the pitfalls and 
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consequences of negotiating with people whose mission and values rest on a belief that addicts 
arc criminals who belong in jail, and in drugs with tlic power to render citizens sonllcss, amoral, 
ghouls. 

Even authors wiio ably explain the power relationships underlying the pain crisis in America 
conclude by calling for more physician education or for the inclusion of more clinical e.xpertise in 
consensns building with law enforcement. Tlicy arc wrong. 

If the problem w ere one of phy sician knowledge or of tire dissemination of clinical e.xpertise, and 
not state and federal regulatory behavior guided by a war on drags policy and mentality, then we 
w ould expect that medical knowledge and the current state of the practice of pain management 
would be substantially the same in countries where the regnlatory^ balance struck is far less 
detennined by anti-diversionary law enforcement. Let us consider two recent studies of doctors' 
medical knowledge and attitudes about basic aspects of pain management and about the 
deficiencies in tire treatment of patients suffering from chronic non-malignant pain. 

Rothstein et. al. 1998, using a questionnaire to investigate a sample of Germany physicians, found 
that the " [treatmentj of pain with strong opioid analgesics was seen as beneficial for the patients 
[and the] use of strong opioids for long-term treatment was recommended, and psychological 
addiction was regarded as non-existent." [Rothstein et. al., 1998] Tlie results of a similar survey 
administered to a group of Texas physicians in 2000 by Weinstein et, al. are starkly different. 
"Overall, a significant number of physicians in this survey revealed opiophobia (prejudice against 
the use of opioid analgesics), displayed lack of knowledge abont pain and its treatment, and had 
negative views about patients with chronic pain.” [Weinstein et. al, 2000) 


Conclusion 


In 191 8, a mere four years after initial passage of the Harrison Tax/Prohibition Act, a high level 
commission was appointed by the Secretary of the Treasury to examine the drag problem. It 
reported tliat an illegal black market approximately equal to tlie legitimate medical trade in tliese 
substances had come into existence. It also noted that some twenty cities including San Francisco 
and New York were reporting mcrcasing addict populations, suggesting migration and the 
beginnings of a drug subculture. IBi echer, 1972hl And so in 1918 the Treasury Department 
documented the birtli of "the drug problem" in Amcnca. Tlic committee noted that "die wrongful 
use of narcotic drags had increased" since Harrison, but it is also simply and tragically true that 
the Narcotics Division of the Treasury’ Department in their legal challenging of Harrison and 
highly aggressive police actions directly brought these problems into being. Before prohibition 
there w'crc no "wrongful users," no "illegal black market,” no migration of addicts to form an 
incipient drag subculture and black market in major cities. We made these problems. 

The committee's recommendation? Stricter law enforcement and the passage of State legislation 
patterned on the Harrison Act to stem the apparently rising tide of drag abuse. [ Bredier, 1972b ] 
And so the pattern was set. Tlic perpetual drag crisis was brought into existence between 1914 
and 1918. We have compoimded the problem with decades of criminalization and imprisonment 
of drag users, collateral damage to generations of pain patients, and over eighty years of ongoing 
harassment of caring physicians and distortion of medical ethics and practice, and of the 
constitutional right reserved to the States to regulate medicine. Tlie emperor has no clothes. 
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The Solution... 

Is Not More Education of Physicians 

As we have noted, calls for more and better education for physicians have been frequently offered 
as the solution to the pain crisis, and at one level, who could be against education? Educational 
campaigns regarding modem techniques of optimizing chronic opioid therapy in the treatment of 
non-cancer chronic pain, are in fact highly successful in countries where the chilling effect does 
not hold stvay, but they arc not effective in addressing the chilling effect itself, which is the 
problem in the United States. The point of the comparison between physician education in 
Gemiany vs. the U.S. (above) is not that German physicians better learned chronic opioid 
therapy, but that the U.S. doctors have also been taught an opiophobic worldview that places 
them squarely in a therapeutic double bind. 

Is Not More "Research" in Thrall to Governmental Policy 

The American taxpayer deserv’es a lot more for the money they spend on supposedly "scientific" 
federally supported research from the likes of the Substance Abuse and Mental Health 
Administration, the Centers for Substance Abuse Treatment and indeed from the Congress of the 
United States. What wc get is tlic endless spinning of data to suit drug war policy objectives and, 
as we have discussed in this paper, the knowing incorporation of nonsense and bad science into 
Congressional legislation such as the Drug Free Workplace Act of 1998. IDeLuca. 2002 1 If there 
is a real drug problem in this country let physicians and public health researchers rigorously 
define it and propose rational solutions instead of decade after decade of crisis declaration, 
denominator abuse, flash trash and shock schlock (see Appendix Tw'o ). 

Is Not More Negotiation with Law Enforcement 

Appeasement is a strategy that groups of clinicians and policy-makers have used in an attempt to 
work with the DEA to agree on common guidelines for prescribing for pain patients, for example. 
Appeasement is also a strategy or understanding employed by individual clinicians and policy 
maltcrs as they justify their actions to themselves and others. For example, tlic clinician wbo 
declines to treat a patient for pain because that patient might be considered an "addict" by 
regulatory and law enforcement bodies is practicing appeasement. 

What is common and what defines appeasement is a tacit agreement vvitli tlie DEA core belief in 
magic substances that turn some users into criminal addicts requiring long term incarceration to 
be distinguished from deserving pain patients who may morph into criminal dnig addicts at any 
moment. This is gibberish and nonsense, of course, promulgated by the very' same police forces 
that invented and tliat perpetuate tire real drug problem in America. 

Law enforcement does not deserv e a place at the table where scientists and clinicians and 
politicians of good faitli should meet to honestly assess the hann that has been done to 
criminalized drug users, pain patients and physicians and earnestly seek ways to undue the public 
health crisis stemming from our disastrous dnig war juggernaut. 

Is to Let Doctors Treat Pain, Let Doctors Treat Substance Use Disorders 
The solution to this awfiil societal dilemma is to once again allow doctors treat patients 
respectfully, as whole and complex human beings. Some of these patients have simple medical 
problems; otliers complex conditions involving overlapping emotional problems and substance 
use disorders. Let doctors freely treat pain and addiction just as they do die other chronic public 
health problems of major importance and consequence in our society', such as alcoholism, asthma 
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and chronic obstructive pulmonan- disease, HIV, chronic liver disease, and hepatitis C. These are 
medical and public hcaltli matters, and arc treated primarily as such by all Western nations except 
the U.S. 

Dr. Jerome H. Jaffe, a psychiatrist who became head of President Nixon's drug programs and 
established a network of metliadone treatment centers for heroin addicts, remarked in tire 1965 
edition of Goodman and Gilman's textbook, I'he Basis ofl'herapeutics\ 

Much of the ill health, crime, degeneracy, and low standard of living are the 
result not of drug effects, but of the social stmeture that makes it a criminal act to 
obtain or to use opiates for their subjective effects... It seems reasonable to 
wonder if providing addicts with a legitimate source of drags might not be 
worthwhile, even if it did not make them our most productive citizens and did not 
completely eliminate the illicit market but resulted merely in a marked reduction 
in crime, disease, social degradation, and human miserv . [Jaffee, 1965] 

The Real Enemy is the Big Lie 

In 1962 the United States Supreme Court described the addict as "one of the walking dead," and 
one could no doubt find isolated persons superficially fitting this description among addicts living 
under modem prohibition-caused conditions of high opiate prices, vigorous law' enforcement, 
draconian penalties, and ostracism. The court erred, both in presenting its ghoulish description as 
the norni and by attributing this "addict" state of being to the drugs themselves rather than to the 
laws and to the social conditions which largely determine the how- modem addicts live. 

The US tries, through its drag policy, to keep drugs out of the hands of addicts; most countries, 
like the UK, Denmark, and the Netherlands, put their resources into try ing to keep drugs out of 
the hands of the as-of-yet unaddicted. Addicts are treated, with various fomis of opiate 
maintenance including metliadone, heroin, and buprenorphinc, by community physicians, 
individually. Tn the European model, addicts don't 'clump up,' and a drag subculture is less likely 
to fomi and less likely to be strong, hi the American model, we interfere witli die commiuiity 
treatment of addiction, instead segregating suffers into 'treatment centers' including drag-free 
inpatient, drug-free outpatient, methadone maintenance, and jail. Under conditions of prohibition 
this breeds subculture and crime-culture which is then misleadingly called "a drug problem." 
Accurately, these are drug prohibition problems. 

It is argued here that prescription drug abuse is a trivial problem compared to under-treated 
chronic pain in this society, and one that would largely disappear were doctors pcraiittcd to freely 
treat addiction and pain. Instead, American physicians daily face the demoralizing and futile task 
of distinguishing between chronic pain and addiction, to the satisfaction not of die patient or 
medical peers, but of federal policemen who have the power to crush their livelihoods and jail 
them as drag dealers or murderers. 

The myths of the criminal addict, of the perpetual drug crisis, and of a significant prescription 
drag problem caused by venal pill-pushing physicians in the guise of pain doctors arc deeply 
intertwined in our national law, social values, prejudices about pain, poverty', and race, and have 
severely distorted our public health research systems and medical practice. This genie will not be 
put back in the bottle in anything like the four years tl914 - 1918 1 it took to unleash it. 
Administration after administration. Congress after Congress, generation after generation of 
physicians, and an entrenched and often reactionary substance abuse research and treatment 
industry', have all bought into and amplified the Big Lie. 
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We can start by looking to Western Europe and Australia where a policy of harm reduction has 
gone a long way in mitigating the worst abuses of the war on drugs, including supporting vastly 
more enlightened medical attitudes and of modem pain management practices. And we can stop 
negotiating w itli and attempting to appease law enforcement w ho brought this scourge upon us 
toward the accumulation and maintenance of their ever increasing power over the citizenry. 

Let honest public health research and enlightened citizens groups and political leaders finally lead 
the w ay tow ards championing e.vpert pain management for all, compassionate medical care for 
the sick and disabled among us, and universal respect for cvciy individual as a human being who 
potentially suffers. 


Appendix One 

Fooling most of the people all of the time 


Declare a perpetual crisis... 

The historical existence of a "drug abuse crisis" that justifies the extreme financial and social 
expenditures of a decades long "war on drugs," and the bizarre result that tlie practice of medicine 
is defacto regulated by federal law enforcement, is an article of faith among the drug warriors and 
one tliat has been so often repeated tliat it shocks many to hear that evidence for the existence of a 
problem for which the war on dmgs is the solution is very scarce while evidence of the awful cost 
of tlie w ar itself abounds. 

History aside, it is extremely difficult, I think, to make a rational argument that there exists a 
continuing drag abuse crisis complete with periodically declared "epidemics." Nonetheless, the 
relentless dirge and dire warnings of the drug warriors continues into the present. I Leshner, 

2001 1 ; I Vastag, 2001 1 It is cracial that one thoroughly grasp tlie most robust trend in addiction 
epidemiology: drug use has dramatically declined over thirty years. Past month use rates are 
literally half of what they were in the 1 970's, and there has been virtually no change in past- 
month drug use for over a decade. The declining trend was clearly established for a decade before 
workplace drag testing became routine. I Maltbv, 19991 In 2()()(), Quest Diagnostics reported that 
positive urine drug tests were at historic lows, down some 66 percent in eleven years. [Quest, 
1999] In that report, 62% of the positives were for mari juana - a group particularly unlikely to 
cause workplace problems. I DeLuca. 20Q2I 

It's Orwellian: thirty years of steady decline in national drug use but drug abuse somehow 
remains a "crisis" and an "epidemic" justifying a brutal war on doctors and pain patients. 
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Appendix Two 

Statistical Tricks of the Drug Warriors 


Outcome Obfuscation 

A sort of statistical sleight of hand, Outcome Obfuscation is a misleading confusion of outcome 
and index event. For example, in their 2003 press release "The M\th of the 'Chilling Effect'" the 
DEA (see " The Dissembling PEA and the ^Chilling Effect^ " above) the index event is the rate 
of actions against physicians, which they incorrectly calculate. The outcome would be some 
measure of effect on physician behavior resulting from the index prosecutions, which the DEA 
ignores. 

Outcome Obfuscation commonly turns up in statements like the following, in which drug use is 
correctly identified as an index event, but is also incorrectly identified as tlie (problem) outcome. 

• "111 2001 it is estimated diat 94 million people had used an illegal drug at some point in 
their lives. Today, some 1 6 million people are using illicit daigs at least once a month -- 
about seven percent of the population." 

• "Tlie National Household Survey on Drug Abuse reports a significant increase in "past 
month, non-medical use" of pain relievers among those age 18-25 when comparing 2001 
data with that for 2000." 

The misleading message is: use = abuse = problem = national crisis demanding federal action. 
More accurately and honestly we might say, for e.xample, that a teenage alcohol use rate of X 
(index event) resulted in Y motor vehicle accidents (outcome). 

Denominator Abuse 

Denominator Abuse is the misleading use of an incorrectly computed rate statistic. 

(See " The DissembUiig DEA and the 'Chilling Effect* " above.) 

Flash Trash 

The use of suggestive of provocative numbers or statistics, usually presented as true prima facie, 
which wEen analyzed using algebra, do not in fact support the implied conclusion. 

A famous example of Flash Trash is contained in the Behrman case discussed in the " Historical 
Antecedents " section of this paper. Behrman was arrested for prescribing at one time 150 grains 
of heroin, 360 grains of morphine and 210 grains of cocaine. Tliesc amounts arc not as outrageous 
as they might seem. Just to put the dosing in perspective, and considering for the moment only 
the morphine component of the medication regimen, 360 grains represents near ideal outpatient 
maintenance dosing for an opiate dependent person based on a modern understanding of 
methadone dose-effectiveness research. 

• 1 grain = 64.8 milligrams (mg). 

• Outcomes for MMTP (methadone is equipotent with morphine) arc best in the dose range 
of 1 00-200 mg a day; chronic pain patients sometimes require doses in the grams /day 
range. 
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« 360 grains X 64.8 mg / grain = 19,440 mg / 150 mg/day = 129.6 days = approximately 4 

months supply = a script for one month with 3 refills with a little left over = medically 
appropriate ambulatory treatment of opiate dependence. 

I have no knowledge of Dr. Behmian other than what is written about him in the document by 
Rufus King in his "The Narcotics Bureau and the Harrison Act: Jailing the Healers and the Sick" 
article I Kina, 1953 1 and 1972 book. The Drug Hang-Up, America's h'ifiy Year Folly I Kins? , 
1972bl and in Brecher's 1 972 Licit and Illicit Drugs, [ Brecher, 1972c l and Ido not know what 
his intentions were. Assuming for the sake of argument that he was acting as a legitimate 
physician, we could hypothesize that the morphine / heroin / cocaine regimen was part of a 
detoxification-to-abstinence regimen starting w4th morphine at, say, 200 mg /day decreasing the 
dose on a weekly basis, faster at first slower towards the end, switching at some point to heroin 
(believed at the time to be an effective 'cute' for morpliine dependence) and ultimately tapering to 
abstinence using the cocaine, in the accepted manner of the day, to mitigate the depression and 
ennui known to accompany detoxification from opiates. Tliis detoxification regimen could be 
accomplished, given the amounts of the medications involved, in six to twelve months depending 
of the patients' progress. 

For another example of Flash Trash, consider die following sentence from a DEA doemnent 
entitled, "A Closer Look At State Prescription Monitoring Programs" in the "Scope of the 
Problem" section by Susan Peine, DEA Program Analyst: "In die last five years of her life, Renee 
obtained at least 469 prescriptions — 1 1.684 doses of pills — from 43 Treasure Valley pharmacies 
under die names of 1 10 doctors." 1 Peine. 20031 (Presiunable dierc were many forgeries or did she 
see two docs a month for 5 yrs?) 

• 5 years X 365 days = 1 825 days 

• 1 1 ,684 "doses of pills" / 1 825 days = 6.4 doses / day as in the very commonly written, 
"Take 1 dose eveiy- 4-6 hours as needed for pain." This would be a pharmacologically 
correct script for the low potency, combuiation-opiafe fomiulations such as Tylenol #3, 
Vicodin 7.5/325, Percocet, etc, etc. 

If the patient were taking such most commonly prescribed opiates, the number of pills she had to 
w ork incredibly hard to obtain is the amount of medication, daily, commonly prescribed for 
toothache. 

Shock Schlock 

Shock Schlock is the presentation of lurid or otherwhse shocking anecdotes in lieu of meaningful 
data and sober statistical analysis. 

Consider again the "Scope of the Problem" section of the DEA's "A Closer Look At State 
Prescription Monitoring Programs" I Peine. 20031 which, after all, was written by a DEA 
'Program Analyst:' 

Kentucky is a hotbed of prescription drag abuse. The reasons are many — drag 
seeking patients, pill-pushing doctors, no-questions-asked phannacists, and lax 
oversight and enforcement." Two examples cited: During a 15-month period, a 
w oman visited 10 doctors a total of 45 times, went to three hospitals' emergency 
rooms at total of 43 times, visited four dentists, had 30 prescribers of medicine, 
filled 159 prescriptions in 103 visits to eight drugstores. Cost to the state 
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$ 14.508; after she uas restnetod. her la'aunent for oitc > car dropped (o S3 .00 1 
Dunng a 1 5-fiionth penod. a man visited ftvc doctors a total of 56 times, went to 
tu o hospitals' cmeisencv rooms a total of 1 K times, had 224 prescriptions filled 
in 1 1 4 V isits to 1 5 dnigstores Cost to the state $32. 1 30; after he was restricted, 
his care for one year dropped to $5,604 * IPcine. 20031 

One might expect to find data and analv sis dcmonstialing. minimallv , a mastcix of the real 
situation and a reasonable plan of action and a plausible connection between the two Instead, the 
taxpav cr is treated to anecdotes worthy of tabloid journalism 
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Prepared Statement of Martin E. Waugh, D.O. 

From the time I was little, I had always dreamed of becoming a doctor. Though 
I grew up on a farm, my folks always encouraged me to pursue my dream, even 
though that meant not following in my father’s footsteps as a farmer in western 
Kansas. 

I had always pictured myself in the healing profession, sharing the forgiveness 
and healing power of Christ to those who were hurting in body, mind, and spirit. 

In 1982, I graduated from Oral Roberts University in Tulsa, Oklahoma, a body, 
mind, and spirit university. I met my wife, April, there, and in May of 1982, we 
were married. I subsequently attended Oklahoma State University in Tulsa, where 
I received my D.O. degree. I was well on my way to living out my dream as a physi- 
cian. While living in Tulsa I entered the Army Reserve, and with that took an oath 
to uphold and defend the Constitution of the United States against all enemies. This 
was a very proud moment for me, as my father had served in the Marines in the 
Korean Conflict. 

In the late 80’s and early 90’s, I was very concerned about the spread of HIV, 
and I pursued an opportunity at Yale University after graduating from medical 
school. I managed an outpatient clinic whereby heroin addicts received detoxifica- 
tion on an outpatient basis that I helped to develop. This population was, of course, 
at risk for the spread of AIDS. 

After a two year substance abuse fellowship, our clinic’s published success rate 
won several million dollars of federal grant monies. At that time, my mentors en- 
couraged me to pursue a specialty in Psychiatry at Yale. So, I entered and com- 
pleted the Yale Psychiatry Residency program in 1995, which added another three 
years to my postdoctoral studies. 

During my time at Yale, I became aware of the use of brain scans and its applica- 
tion in diagnosing impulses that addicts and other patients had. Studying brain 
scans in the university setting was difficult, mostly due to the fact that we had only 
one functional brain scan machine, and many others competed for time on that ma- 
chine. So, when the opportunity presented itself in 1996 of joining a 
Neuropsychiatric private practice in Northern California with 3,000 brain scans on 
file with the latest brain scan machine available, I accepted a position there. I was 
also able to continue to publish studies on substance abuse and brain scans. 

After a year of working for Dr. Daniel Amen in Fairfield, California, I opened up 
my own practice in Davis, California, while continuing to collaborate with him on 
using his excellent brain scan machine for my patients. My practice grew very 
quickly, mostly from referrals from other physicians due to my substance abuse fel- 
lowship and Psychiatric training. Many patients who had been problematic to others 
were also given to me by the clinic. 

My patients were typically people whose diagnoses were lost in the chasm be- 
tween Neurology and Psychiatry, proper. This can occur when a temporal lobe sei- 
zure disorder creates a constellation of symptoms that resemble ADHD, but must 
be treated primarily with anticonvulsants, before considering a stimulant for any re- 
sidual ADHD. Many of them had tremendously complex medical needs and some of 
them needed daily supervision. These were the ones that moved to houses in Davis, 
CA. 

I would typically make rounds early in the morning, sometime dispensing medica- 
tions to those who had been unable to manage their medications on their own. This 
dramatically cut down the abuse potential of a medication like Ritalin, and since 
this was similar to making house calls in New Haven, CT, as I did throughout my 
Substance Abuse Fellowship, and Psychiatric residency, I thought that it was or 
should be the standard of care. It certainly was the standard of care when I was 
at Yale, so I thought this should be acceptable in Davis, CA. I did not realize that 
without the protective arms of Yale around me, however, this behavior, which was 
helpful to my patients, became suspect to the town authorities. 

Throughout our married life, my wife and I had always shared extra rooms in our 
home with others. Some were patients, some fellow physicians. Now that we were 
in California, when the needy presented themselves for treatment, and we found 
that they had neither safe housing nor ability to afford medications, sometimes we 
would intervene by offering them a room at the boys house, or even a temporary 
respite in our house. 

I have been deeply ingrained with the oath I took, the Osteopathic version of the 
Hippocratic Oath, which states that we will treat our patients as friends, and the 
religious command I had to care for how I treated the least of these, in matters of 
hunger or medicine. They had been put in my path; I could not turn them away. 

While at Yale, the treatment and medications were given free to the patients, paid 
for by grants. While training at Walter Reed on active duty in the Army, medica- 
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tions were paid for by the Army. In California, this was the first time I had ever 
encountered patients who needed life saving medicine, who sometimes could not af- 
ford to buy it. So, since my practice was successful, I used up to $5,000 a month 
to buy medicines for patients, while we were getting them on State services. In ret- 
rospect, in the town of Davis CA, this was not a wise move. 

As I was used to the rigorous, thorough practice of medicine at Yale, I was 
shocked to encounter a substandard practice of it in California. We began to sense 
that what had been praised and well-funded on the East Coast, with in-house treat- 
ment and outpatient detoxes, was now scorned, mocked and put under surveillance 
in California. The authorities could not accept that I was a Christian doctor, treat- 
ing some of my live-in patients for free. They thought otherwise and after spending 
quite a bit of time and money investigating me, they finally resorted to actions 
below the law. I was always fully cooperative with any questions they or the State 
had about the care I was giving. 

Fully mindful of the penalties of perjury to Congress, I shall now describe what 
happened on the day that my world turned upside down. I will only state facts that 
can be independently verified. 

On the morning of May 29, 1999, I was arrested for the unlawful distribution of 
a controlled substance. 

At 7:15 a.m., our home was raided by a SWAT team. My wife awoke to five police- 
men breaking open our bedroom door, guns drawn, screaming at her to get out of 
bed and down on the floor. They handcuffed her for several hours — saying that she 
was not being arrested but being “detained” for questioning. I had already left the 
house to make my morning rounds. When my wife asked to see a search warrant, 
she was told that one would be forthcoming, (since they didn’t have one until the 
courts opened at 9 a.m.). The three other people who were staying with us had their 
seizure disorder medication taken from them, their pain medicine (one patient had 
a few Vicoden for her Fibromyalgia) and their stimulant medications taken. They 
also took all of the empty bottles that my wife had saved in the garage of all of 
the people we had bought medication for that she was saving for teix purposes. Most 
of these prescriptions were antidepressant or anticonvulsant medications, not con- 
trolled substances. 

At the same time across town, my office was being broken into. Many patients 
charts were taken, including all of my back copies of triplicate prescriptions that 
I was required by State law to save, and most importantly my computer system that 
had a custom program to keep track of all patients’ medications, serial numbers of 
the triplicate prescriptions, and dates that they were prescribed. When the prosecu- 
tor’s office gave me back this computer IV 2 years later, they said that there was 
no medical data on it. It had been erased while in their custody, but since I had 
a back-up copy of the data on a disk that they didn’t find, I was able to bring the 
computer back with all of its lost data. 

The worst thing they did that day was to take my triplicate prescriptions which 
had just been issued for that month. Even though the DEA were also present at 
the time of my arrest, and at my house raid, they told me and the town police that 
they had no problem with my triplicate prescriptions, the town of Davis police force 
said they did have a problem with them and were still taking them from me, in di- 
rect violation of State law that mandates a hearing must be conducted before trip- 
licate prescriptions are confiscated. 

So, I now had 100 patients that I had to refer immediately, with no court hearing 
and no recourse. These patients were children entering into summer school, needing 
their Ritalin, and some were patients with chronic pain. Thankfully, all the physi- 
cians to whom I referred these 100 patients kept them on the same doses as had 
worked for them in the past. 

All — except for one patient who was on a higher dose of stimulant, and other doc- 
tors initially didn’t want to take on his care due to his complex medical needs. These 
higher doses of stimulant medications had literally brought him back from a serious 
depression in which he had made a serious attempt at suicide before I took him as 
a patient. 

With his parent’s desperate pleas and the fact that I had treated him for three 
years, I felt responsible to make sure he had a smooth transition to another doctor’s 
care. Since I still had legal authority to issue white prescriptions, I gave him a 
white prescription and told him that until we could find another doctor to take him, 
he could fill it in Nevada as they had no requirement for a triplicate form for con- 
trolled substances. This action earned me a second arrest, and my bail was set at 
$500,000 dollars, clearly an attempt to financially deplete me. The judge even said 
that “we couldn’t even hold you for a day, so money doesn’t appear to be a problem.” 

In desperation, we hired a San Jose attorney, who told me that he taught at Stan- 
ford. With $25,000 given just for the preliminary hearing, and $50,000 given to him 
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up front to prepare to fight a trial, he dragged out my case for IV 2 years, ultimately 
calling my parents in Kansas without my permission or knowledge, and told them 
that he thought I could get up to 27 years in jail. This prompted them to drive 24 
hours straight to Davis, to plead with me to take a no contest plea to one count 
of improper distribution of a controlled substance, and to get out of California. They 
said they might die and I would not be able to be with them at that crucial time. 
They also reminded me that without my computer records, and the files that had 
not been given to my defense lawyer, how could I expect to get a fair trial on my 
memory and word of proper diagnoses and treatment of my patients. So, I plead no 
contest to a felony count of an unlawful prescription. I did not want to do this, but 
my wife and my parents did not want to risk a trial with a potential outcome of 
state prison time for the maximum sentence of 27 years. So, I gave in. In exchange 
for pleading no contest to something I did not do, I spent 4 months in county jail 
and worst of all, accepted a felony on my record. I was devastated. 

When the Osteopathic medical board investigated this, they refused to accept my 
backup copies of computer records for all my triplicates for the past three years, 
stating that since the police said that they were not there in my computer at the 
time of the arrest. They stated that I must have made these records up from mem- 
ory. There is no way that I could remember all the data including serial numbers 
of three years of triplicate prescriptions. When I asked them if I could just go back 
to the Army, their reply was no, because they did not trust the Army to properly 
supervise me. They ultimately revoked my CA license. I never got past the adminis- 
trative section of the CA medical board to the doctors on the board. I felt that if 
they could just see what had been done, and hear on a case by case basis the tre- 
mendous gains that patients had made under my care, that they would rule dif- 
ferently. 

During my earlier years of training, I had previously been licensed in New York 
where I had moonlighted in various ER’s. When the State of New York reviewed 
my case, they had a three doctor panel. They listened for hours and reviewed all 
of my back copies of my recovered records from the computer, and most notably said 
that they thought I should be able to have my license renewed, since I had suffered 
“legal malfeasance,” in California. Their carefully considered ruling was overturned 
by an administrative lawyer from the New York Department of Health, and it has 
been stated that until CA says that I can practice again, they will take no further 
action, other than to suspend my New York license. The thought of me going back 
to CA puts my family into such fear and depression, that I cannot bring myself to 
put them through further trauma. 

My hope now resides with my expired license in Connecticut or even Oklahoma 
where I have had good records of training. Once I get a state to license me, I will 
go straight to the Army, where I served honorably for 10 years; the Army has al- 
ready said that they could use me here at Walter Reed. I would even prefer a tour 
overseas, so that the returning wounded could see that I have a combat patch and 
would relate to me better. I believe I know something personally about how to re- 
build your life after great trauma. I simply want to discharge the skills that I have 
spent so many years getting and desire to be in an institution where the Constitu- 
tion of the United States is still revered and followed. 

Since there are two cases that highlight the type of patient care that I gave in 
Davis, and these folks don’t have the honor of having their voices heard by Con- 
gress, I feel that I should briefly describe their stories: 

Suzanne was a 57 year old woman who was known in Davis as the town’s worst 
drunk. She had lost her housing years before when she lost her disability due to 
her alcoholism. Her case was made more complicated by a Temporal Lobe Seizure 
disorder and Fibromyalgia. I sent her to the town’s local ER, when she showed up 
in my office one day with early signs of potentially life threatening alcohol with- 
drawal seizures. The hospital accepted her referral from me over the phone, but 
when they saw it was Suzanne, whom they knew had no way to pay for her care, 
they did no treatments other than to give her cab fare, with instructions to get out 
of the county. No other treatment facility would take her, either. So, I took her into 
my home where she successfully completed her alcohol detox. 

Over the next 6 months, she cleared up all her many public court cases for public 
drunkenness, and the court even ordered her as a part of her probation to continue 
treatment with me. She was also on a low dose of opioids for her Fibromyalgia and 
anticonvulsants for her seizure disorder. She progressed from barely being able to 
think straight, to six months later being able to play the piano again and recite the 
Night before Christmas from memory. She was also reconciled with her daughter. 
When I asked the police how they could explain her progress on the day I was ar- 
rested, they said that they could not. 
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Judy was a 37 year old heroin addict from the next town over in Woodward, CA. 
I had been treating her daughter for ADHD and when I asked her grandparents 
where the mother was, they shook their heads and said she was a heroin addict and 
prostitute, and that they could not even acknowledge her when they saw her on the 
street. I told them that we could find her and detox her because I felt that this 
would go a long way in helping her daughter with her anger and ADHD. We found 
her and since there was no treatment facility that would take her either, she also 
moved into our house while she was working on reintegrating with her parents and 
daughter. She was on parole and when she was approached after my arrest, she was 
given a choice by the police — to either say that I had been sexually inappropriate 
with her or had given her medications for sale. If she chose neither, she faced going 
back to prison to serve out her time. She chose the latter and served 11 months 
in a CA state prison. She told them and us that she could not lie just to make it 
easy for herself. 

My office secretary was also a recovering alcoholic whose children I was treating 
for ADHD. Court records of her divorce showed that the police came to her after 
she sent her children to school with an afternoon dose of Ritalin in their pocket. 
They told her that unless she said that I gave them Ritalin without even properly 
diagnosing them, they would file child endangerment charges. Since she was afraid 
they would be returned to their father’s custody, she agreed to lie. Her divorce 
records in Suisun, CA, record these facts about what choices the police had offered 
her. This was the charge that I plead no contest to — since their records had been 
confiscated, and I had only my word as proof. I do understand and forgive why she 
buckled under such tactics by the Davis police. 

While the DEA did not object to my practice, they did nothing to stop the town 
police from illegally seizing my triplicates. The fact that one county over they had 
one month before employed similar tactics in the prosecution and arrest of Dr Frank 
Fisher, from which he was eventually exonerated, is something that the town police 
could have taken a page from the same playbook. I am afraid that the war on drugs 
has been turned into a war on doctors and patients. 

My seventh great grandfather, John Waugh, came to Virginia to serve as a 
Church of England parson in 1660. During that time, he got into trouble with an 
English court, controlled by powerful few for such offenses as taking in pregnant, 
unwed girls cast out from their homes from Maryland and performing marriage 
ceremonies for young couples who were in love without parental consent. He was 
even thrown in jail in Jamestown. 

When he was elected from Stafford County to the House of Burgesses in 1699, 
they denied him his seat, saying that a member of the clergy could not serve in the 
House due to having two masters, the King and the people he would represent. His 
wife was Elizabeth Madison. His progeny helped to craft this government of a more 
perfect union, with a Constitution and Bill of Rights. 

It is a terrible irony that the Bill of Rights has been turned into a “Bill of Wish- 
es” — only for those wealthy enough to prosecute when it is violated. I hope that this 
House Judiciary Subcommittee on Crime, Terrorism and Homeland Security, which 
has oversight supervision of the DEA, will consider my testimony when thinking 
about how the tactics used in the war on drugs in spilling over into local town cops’ 
attitudes about dealing with doctors with whom they disagree. 

I don’t seek revenge, because that will cripple me. I don’t even seek justice, be- 
cause no amount of money could compensate me for tbe pain I saw my patients and 
family put through. I only seek remembrance, so that this won’t continue to happen 
to others, and that the practice of medicine be freed from fear of intimidation for 
treating patients in good faith. Thank you for your time and attention. I will be 
happy to respond to any questions you might have about my testimony. 
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STATE ATTORNEYS GENERAL 

A Communication From the Chief I.egal Officers 
of the Following States; 

Arizona • Arkansas • California • Connecticnt • District of Columbia • Georgia 
Illiuois • Iowa • Kentucky • Louisiana • Maine • Maryland • Massachusetts 
Minnesota • Mississippi • Missouri • Montana • Nevada • New Mexico • North Dakota 
Northern Marianna Islands • Ohio • Oklahoma • Oregon • Pennsylvania • Puerto Rico 
Rhode Island • South Carolina • Vermont • Washington • Wisconsin • Wyoming 

March 21, 2005 


Deputy Administrator 

Dnig Enforcement Administration 

Washington, DC 20537 

Attention: DEA Federal Register Representative/CCD 
RE: Docket No. DEA-261 

Comment on Dispensing of Controlled Substances for the Treatment of Pain 
Dear Ms. Leonhart, 

We, the undersigned Attorneys General, write to comment on “Dispensing of Controlled 
Substances for the Treatment of Pain”, pursuant to the Solicitation of Comments published on 
January 18, 2005. As the chief legal officers of our respective states, many Attorneys General 
investigate and prosecute drug-related offenses ranging irom diversion and trafficking of 
prescription drugs to Medicaid fraud and abuse. In our consumer protection role, working to 
remove barriers to quality care for citizens of om states at tlie end of life, we have learned that 
adequate pain management is often difficult to obtain. One key contributor to. this problem is 
that many physicians fear investigations and enforcement actions if they prescribe adequate 
levels of opioids or have many patients with prescriptions for pain medications. We arc 
working to address these concerns while ensuring that individuals who do divert or abuse drags 
are prosecuted. There are many nuances of the iuteractions of medical practice, end of life 
concerns, definitions of abuse and addiction, policy-making and enforcement considerations that 
make balance difficult in practice. However, we believe this balance is very important to our 
citizens, who deserve the best pain relief available to alleviate suffering, particularly at the end of 
life. 

This comment acknowledges die past efforts of the Drug Enforcement Administration 
(DEA) to support the dual goals of preventing drag abuse and diversion and ensuring the 
availability of prescription pain medications to those who are legitimately in need of them. The 
undersigned have strived to maintain llie delicate balance between these two goals in carrying 
out our own legal mandates. We are concerned that recent DEA actions send mixed messages 
to the medical community and are likely to discourage appropriate prescribing for the 
management of pain. Tliose actions also put DEA at odds with advances in slate policies 
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regarding prescription pain medication. The undersigned are committed to working with the 
DEA to develop a balanced policy that supports both goals and hope that the following 
comments will assist in the realization of such policy. 

This comment also addresses several specific issues raised in the November 1 6 Interim 
Policy Statement on Dispensing of Controlled Substances for the Treatment of Pain.’ Tlicsc 
include commencement of investigations, preparation of multiple prescriptions on the same day 
with instructions to fill on different dates, concerns of family members, and the issue of how to 
treat paiir in fonner or current addicts. Pinally, we address changes in the realities of lieallh care 
and prevalence of pain over the past 80 years that suggest a reconsideration of how law from 80 
years ago should be applied today. 

Our recommendations include the following: 

1 . We urge DEA to clearly restate its commitment to the balance policy released in 2001 
and cormnit to balance in all public communications. We also recommend that DEA . 
consider appointing an Advisory Committee both to reassure all major groups (healtlr 
care professionals, consumers, state and federal law enforcement officers) that are 
affected by DEA’s actions and to assist DEA in translating balance policy into 
practice; 

2. fn commencing investigations, focus on factors that distinguish the criminal 
trafficking and diversion of pain medications from the legitimate and responsible 
practice of medicine and other health professions; 

3. Develop a clear statement of policy that the preparation of multiple prescriptions on 
the same day with instructions to fill on different dates can be a legitimate practice; 

4. Allow health care professionals to determine how to interpret communications by 
family members consistent with the requirements of their professions and licensing 
boards; 

5. Develop an Advisory Committee or commission an Institute of Medicine study to 
consider in depth the medical, ethical, law enforcement and policy issues involved in 
prescribing pain medications to former and current addicts for the treatment of pain 
and to report recommendations; 

6. Consider the changing realities of health care and the patient population in the United 
States, in addition to changes in the nature of drug abuse, as policy regarding 
prescription pain medication is developed. 

1. DEA’s Commitment to Balancing the Importance of Ensuring Patient Access to 

Prescription Pain Medications with Preventing Abuse of Those Medications. 

Subsequent to DBA endorsement of the 2001 Joint Statement from the DEA and 42 
Health Organizations^ supporting balance between the treatment of pain and enforcement against 
diversion and abuse of prescription pain medications, the National Association of Attorneys 
General (NAAG) in 2003 adopted a Resolution Calling for a Balanced Approach to Promoting 


^ Dispensing of Controlled Sidtstances for the Treatment of Pain, 69 Fed. Reg. 67,170 (November 16, 2004). 

’ Promoting Pain Relief and Preventmg Abuse of Pain Medications: A Critical Balancing Act - A Joint Statement 
from Ihe DEA and 42 lieallh Orgaiiizalions. available, at hhp:/.''www.aiiq)ainaoc.urg/advocat;y/pdf''t:onsi:nsuB_l .pdf 
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Pain Relief and Preventing Abuse of Pain Medications.' Both these documents reflected a 
consensus among law enforcement agencies, health care practitioners, and patient advoeates that 
the prevention of drug abuse is an important societal goal that can and should be pursued without 
hindering proper patient care. 

In an October 23, 2001 press release,^ DEA Adimnistrator Asa Hutelunson urged a policy 
that protects the appropriate use of opioid pain relievers for patients who need them, while also 
preventing abuse and diversion of drugs. “We don’t want to cause patients who have legitimate 
needs for these medications, to be discouraged or alraid to use them. And wc don’t want to 
restrict doctors or pharmacists from providing these medications when appropriate,” Hutchinson 
said. “At the same time, we must take all reasonable steps to ensure that these powerful 
medications don’t end up in the wrong hands and lead to abuse. We want a balanced approach 
that addresses the abuse problem without keeping patients from getting the care they need and 
deserve.”^ 

On March 14, 2002, DEA Administrator Asa Hutchinson presented a speech to the 
armual scientific conference of the American Pain Society entitled “DEA and Doctors: 
Cooperation for the Pubhc Good.”^ He said, “It was critical that we let the public know [that] 
law enforcement and the health of the community are working together. We are not at odds. We 
have a shared goal of making sure that controlled substances are used only for the health and 
welfare of the American public. We made a commitment at that press conference to 
achieving a balanced approach to the prescribing and regulating of opioids. My message to 
you tonight is that we stand by that commitment.”^ (emphasis added). 

More recent DEA Statements. 

The Frequently Asked Questions (FAQ)® document, wliich we understand to be an effort 
to educate law enforcement and health care personnel about advances in Icnowledge concerning 
the medical treatment of pain and the meaning of “balance,” was released on August 11, 2004 
following development with DEA involvement. In an August 1 1 Frequently .'ksked Questions 
(FAQ) Press Release by DEA, Administrator Karen Tandy said, “The medical and law 
enforcement eommunitics eontinue to work together to carefully balance the needs of legitimate 
patients for pain medications against the equally compelling need to protect the public from the 
risk of addiction and even possible death from these medications.” ’ 


^ Resolution Calling for a Balanced Approach to Promoting Pain Relief and Preventing Abuse of Pain Medications, 
National Association of .attorneys General (March 17-20, 2003). 

^ Press Release, DEA, 2 1 Health Groups Call for Balanced Policy on Prescription Pain Medications like OsyContin 
(October 23, 200 1 1 . httD://wvw.u5doi , gov/deaynubs/nressiel/nr 1 02301 .html . 

■rd. 

^ DEA Admmistrator Asa Hutchinson, DEA and Doctors: Cooperation for the Public Good, .Address Before the 
American Pain Society (March 14, 2002), htto://www.usdoi.gQv/dea/speeche5/5031402.htnil (prepared remarks). 

Vd. 

^ Drug Enforcement Administration, Last Acts Partnership & University' of "Wisconsin Pain and Policy Studies 
Group, Prescription Pain Medications: Frequently Asked Questions and Answers for Health Care Professionals and 
Law Enforcement Personnel, August, 2004. 

^ Press Release, DEA, DEA and Major Pain Groups Release Consensus Document on the Use and Abuse of 
Prescription Pain Medications (August 11, 2004), httD://5clla ircs.net/ni-n.'' nress rdease.dea.auides.pdf . 
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There was a period of over a month between the October withdrawal of the FAQ from the 
DBA and other websites^° and the November 16, 2004 publication in the Federal Register of the 
DBA Interim Policy Statement." During and after that time, we and the health organizations 
originally involved in the 2001 Joint Statement with DBA wondered what this withdrawal meant 
about current DBA policy with respect to dispensing pain medications and the practice of 
medicine. The Interim Policy Statement addressed “a few of tire significant misstatements” 
contained in the FAQ, leaving the interested community wondering what other aspects of the 
FAQ were likely to be considered “misstatements” later. This type of uncertainty alone is 
detrimental to the practice of medicine because physicians tend to practice conservatively to 
avoid even the possibility of legal involvement. Such practice is not primarily concerned with 
the best interests of patients, but is instead concerned with protecting physicians from liability. 
Whenever possible, physicians and other health care providers should not be put in the position 
of having to choose between protecting themselves and providing the best possible care for the 
patients who need tlieir services. 

The November 16 Interim Policy Statement did state that “It is crucial that physicians 
who arc engaged in legitimate pain treatment not he discoiu-aged from providing proper 
medication to patients as medically justified. DBA recognizes that the overw’helming majority of 
physicians dispense controlled substances lawfully for legitimate medical reasons, including the 
treatment of pain.” " l-lowever, physicians and others did not find this document reassuring. It 
is likely that this is in part because the document, citing U.S v. Morton Salt Co.", also stated tliat 
“It is a longstanding legal principle that the Government ‘can investigate merely on suspicion 
that the law is being violated or even just because it wants assurances that it is not.’”" While the 
FAQ was an effort to provide explanations of how to implement balance policy in practice, to 
provide some guidance on bow to practice pain management responsibly and to avoid 
investigation and prosecution of legitimate and responsible practitioners, the Interim Policy 
Statement made it clear that DBA now felt it necessaiy to state that any physician (or otlier 
healtli care provider) could be investigated at any time for any reason. 

If DBA is serious about promoting a balanced approach to enforcement without hindering 
the availability and use of prescription pain medications for those who need them for legitimate 
medical purpose.^, we recommend that the DBA begin by clear ly restating its commitment to the 
balance policy released in 2001 and also commit to balance in every public communication. 

That would mean describing what constitutes legitimate use and what advantages accrue to such 
use in addition to identifying the dangers associated with abuse, rather than focusing solely on 
the dangers. Our understanding is that the FAQ were intended in part to make such 
communication easier, but in view of the uncertainty since the withdrawal of the FAQ, this 
should be a consideration in all public DBA communications. We also recommend that DBA 
consider developing an Advisory Committee comprised of physicians, pain experts, consumers 


Letter from William J. Walker, Deputy Assistant Administrator, Office of Diversion Control, DEA, to David E. 
Joranson, Director, Pain and Policy Studies Group, University of Wisconsin Comprehensive Cancer Center^ 
http://www.medsch.wisc.edU'''Dainpolicv/DEA/Mr.%20David%20Joranson.PDF') . 

“ Dispensing of Conlrulled Subslaiicea for the Trealmenl ofPain, 69 Fed. Reg. 67, 170, 
at 67,170. 

United Slates v. Morton Salt Coip., 338 U.S. 632, 642-643 (19503. 

'‘‘Dispensing of Controlled Substances for the Treatment of Pain, 69 Fed, Reg, at 67, 171, 
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(pain patients), and state and federal prosecutors to evaluate potential consequences of DEA 
actions on the various communities and to reassure prescribing professionals, law enforcement 
officials and consumers of prescription pain medications that their needs ^e being taken 
seriously. 

2. Commepcemeut of Investigations, 

The November 16 Interim Policy Statement identified the following statement fi-om the 
FAQ as a “misstatement”: 

The number of patients in a practice who receive opioids, the number of tablets 
prescribed for each patient, and the duration of therapy with these drugs do not, 
by themselves indicate a problem, and they should not be used as the sole basis 
for an investigation by regulators or law enforcement, 

DEA stated, “In fact, each of the foregoing factors - though not necessarily determinative- may 
indeed be indicative of diversion.” The Interim Policy Statement goes on to cite factors from 
United States v. Rosen ^ as support for that position. 

Wliile we do not question the legal authority for such an investigation, this position 
present a problem for consumers, particularly at the end of life. It discourages physicians from 
treating those vith severe pain or those who might need high doses, multiple medications, or 
long term palliative care with opioids. Those physicians who are wilhng to treat such vulnerable 
patients are likely to see many because their colleagues are often afraid to do (or treat the 
patients, but treat the pain inadequately, resulting in many cases of unrelieved pain and 
concomitant suffering). The undertreatment of pain is a significant problem and led the 
Federation of State Medical Boards (FSMB), in 2004, to promulgate new model policy to 
emphasize that undertreatment of pain, like overtreatment, constitutes poor practice.^® Several 
states have already adopted all or part of the FSMB Model Policy.^^ Because good practice may 
involve precisely the factors that DEA believes might be indicative of diversion, DEA is creating 
a climate that puts legitimate medical practitioners in danger of investigation and discourages 
good practice. 

We do not believe that either the Controlled Substances Act or Rosen must be read to 
require tliis result. A number of previous communications from DEA have slated that quantity of 

Dispensing of Controlled Substances for the Treatment of Pain, 69 Fed. Reg. at 67, 171. 

United States v. Rosen, 582 F.2d 1032, 1035-1036 (5* Cir. 1978). 

For more infbnnation on the relationship between tlic fear of rcgulatoi'y scrutiny and the undertreatment of pain, 
see New York Public Health Council, Breaking down the barriers to effective pain management: recommendations 
to improve the assessment and tj'eatment of pain in New York State, New York State Department of Health (199H); 
Federation of State Medical Boards of the United States Inc., Model guidelines for the me of controlled substances 
for the treatment of pain (1998); Prescriptions for 'rcnninally 111 Patients, Cal Health & Safety § 11 159.2; Pain & 
Policy Studies Group, Achieving balance in federal and state pain policy: A guide to evaluation, Second Edition, 
University of Wisconsin Comprehensive Cancer Center (2003). 

FSMB. Model Policy for the Use of Controlled Substances for the Treatment of Pain (May, 2004), 
http://www.fsmb.oi'g/Policv%20Documents%20and%2Q'White%20Papers/2004 model pain policv.asp . 

According to the FSMB, as of March 8, 2005, Colorado, Nevada, Massachusetts, Missouri, Minnesota, Virginia, 
West Virginia, and Wisconsin have all adopted or endorsed the 2004 FSMB Model Policy. 
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drugs prescribed and frequency of prescriptions filled alone are not indicators of fraud or 
improper prescribing.^* The facts o[ Rosen itself make clear that it was not a single factor, but a 
host of factors inconsistent with good medical practice that resulted in the affirmation of Dr. 
Rosen’s conviction. The Rosen court derived the list of behaviors presented in the Interim Policy 
Statement from a number of cases, most if not all of which involved multiple behaviors. At least 
some of those behaviors were more indicative of acting outside a legitimate medical purpose 
than are the number of patients, number of tablets or duration of treatment. In addition, the 
population of patients and practice of medicine have changed considerably since Rosen was 
decided in 197S (and since some of the cases cited therein, which date back as far as 1919 and 
1922). This is reflected in the updating of the FSMB policies and should also be reflected in 
DEA policy. 

Diversion is a serious problem and we must be serious about stopping it. As law 
enforcement agents, we should concentrate on drugs that arc illegally on the streets and work 
back to see how they got there. An undue focus on potentially misleading factors like the 
number of prescriptions written or number of patients seen in a practice would serve neither the 
goals of law enforcement nor the needs of suffering patients. We need indicators that distinguish 
the small number of physicians and other DEA registrants engaging in criminal hehardor from 
responsible practitioners of legitimate health professions. Perhaps research is needed to better 
identify those indicators, hr the meantime, wc cannot cast a broad net over all health care 
practitioners hoping that a few cnminals will be caught while the other cases are tlirowii out. It 
is precisely this approach that leads to the problem of inadequate availability of prescription pain 
medications to consumers who need them. 

DEA could assist in ensuring the responsible practice of medicine and pain management. 
Physicians need to be confident that good practices will not be investigated by DEA. Good 
patient workups, good record-keeping, following practice guidelines, seeking and documenting 
consultations for necessary departures from such guidelines, and other aspects of the responsible 
practice of medicine as required by state medical boards should be sufficient. 

3. Preparation of Multiple Prescriptions on the Same Day with Instructions to Fill on 

Different Dates. 


The Interim Policy Statement states: 

For a physician to prepare multiple prescriptions on the same day 
with instructions to fill on different dates is tantamount to writing a 
prescription authorizing refills of a schedule II controlled 
substance. To do so conflicts with one of tire fundamental purposes 
of section 829(a). [W]riting multiple prescriptions on the same day 
■ftdth instructions to fill on different dates is a recurring tactic 


See e.g. DEA Administrator Asa Hutchinson, DEA and Doctors: Cooperation for the Public Good, Address 
Before the Ainerican Pain Society (March 14, 2002), httD:/.twww. usJoi.ao v/dca/sncc chcs/sQ 31 402.html (prepared 
remarks); Pharmacist’s Manual: An Information Outline of the Controlled Substances Act of 1970, DEA Office of 
Diversion Control, Apr. 2004, at 55, http://vww.deadiversion.usdui.auv/Dubs'''manuals/pliann2/2phariD manual.odf . 
This will be described further in section six infra. 
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among physicians who seek to avoid detection when dispensing 
controlled substances for unlawful (nonmedical) purposes. 

This appears to be a change of DBA position^^ ar.d is already causing hardships for physicians, 
pharmacists and consumers in the states/'' The preparation of multiple prescriptions on the same 
day with instructions to fill on diU'erent dales is a way of making it uimecessary for patients with 
chronic conditions to have to schedule, travel to, and pay for physician appointments for the sole 
purpose of renewing prescriptions. This is particularly important for patients in severe pain of 
near the end of life, for whom travel may be very difficult, and for patients in rural areas who 
may live hours away from an appropriate physician. 

The preparation of multiple prescriptions on the same day with instructions to fill on 
different days is an area in which DEA’s current position, as expressed in the Interim Policy 
statement, is at odds with practices permitted by stale licensing boards. As described above, 
we do not believe that single aspects of the responsible practice of medicine or pharmacy should 
be used to commence investigations and do not believe that Rosen is dispositive on this issue. 

The current DEA position is not consistent with tire responsible practice of medicine and does 
not seem to be a necessary or useful position with respect to drug abuse and diversion control. 

W e believe the risk of drug abuse and diversion is greater if physicians are forced to prescribe 
more medication at one time in order to balance DEA’s new requirement with the needs of their 
patients than if they are allowed to write multiple prescriptions with instructions to phannacists 
to fill on different dates. 

If DEA now intends to prohibit writing predated prescriptions, it should promulgate new 
regulations, allowing for appropriate public comment. However, we urge DEA to conununicate 
a balanced policy on this issue by clearly stating a position consistent with DEA’s 
conmiunications prior to the Interim Policy Statement. 

4. Potential Significance of Concerns of a Family Member or Friend. 

Question # 1 1 of the .August, 2005 FAQ document was “What kinds of problems might 
patients encounter when obtaining opioid prescriptions, in having them filled, or in taking the 
medications properly?” The last bulleted item under that heading was: 

Family and friends, or health care providers who are not directly 
involved in the therapy, may express concerns about the use of 
opioids. These concerns may result from a poor understanding of 
the role of this therapy in pain management or from an unfounded 


^ Dispensing of Coiili'olled Substances for tlie Trealmenl of Pain, 69 Fed. Reg. at 61, 171. 

^ See Howard A. Heit, Edward Covington & Patricia M. Good, Dear DEA, Pain Medicine, Sept. 2004 at 303; Letter 
from G. Thomas Gitchel, CIlief Liaison and Policy Section, Office of Diversion Control, DEA to Patrick Gavin, R. 
PhD., Vice President, Pharmacy Operations, Meijer, Inc. (June 8, 1995), 
httDt.'VDharmacv.ohio.govyDEA to Metier 06Q895.Ddf 

^ See e,g. Letter- fi-oili William T. WinsJey, Executive Director, Ohio Slate Board of Phaunacy to Kai'en P, Tandy, 
.Administrative Director, Drug Enforcement Administration (Dec. 16, 2004), 
litlrr:/.''DhainraGV.ohiQ.gowf30P to DEA 121604.pdf l. 

‘’See Id. 


Docket Number DBA 261 
March 21, 2005 


fear of addiction; they may be exacerbated by widespread, 
sometimes inaccurate, media coverage of opioid pain medications. 

DBA, in the Interim Policy Statement, states that the FAQ “incorrectly minimized the 
potential significance of a family member or &iend expressing concern to the physician that the 
patient may be abusing the medication” and went on to say that the FAQ “statement is incorrect 
to the extent that it implies that physicians may simply disregard such concerns expressed to 
them by family members or friends.”^® 

This appears to us to be a misunderstanding by DBA of what was stated in the FAQ. It is 
true that many potential patients, families and practitioners are afraid of opioids because they 
have heard largely about the abuse potential and less about the medical use and benefits of such 
drugs . If not addressed, this can res ult in non-compliance problems — patients trying not to use 
the opioids or to use less of them. Such deviation from physicians’ or pharmacists’ instructions 
can lead to undertreated pain or even to opioid abuse as the pain continues when the drugs are 
taken improperly. 

A later section of the FAQ, Question #20 is “What behaviors are potential indicators of 
problems for patients on long-term opioid therapy?” “Deterioration in functioning at work, in 
the family, or socially” is listed as the first point in a list of behaviors that are “egregious” and 
arc more probably indicators of abuse, addiction, or diversion than a list of other possibly 
problematic behaviors listed on an earlier page. 

Health care professionals are often called upon to make judgments about the extent to 
which family involvement is beneficial or detrimental to patient care this is an important aspect 
of professional practice. It would be difficult for DBA to direct appropriate doctor/patient/family 
communication without unintended consequences because so many variables are involved. We 
do not believe the Interim Policy Statement strikes the correct balance on this issue. 

5. Prescribing Pain Medications to Former or Current Addicts for the Treatment of 

Fain. 

This is perhaps the most difficult area in which to balance law enforcement and medical 
considerations because the stakes are higfi and perhaps not enough is known. 

We agree with the Interim Pohey Statement that if a physician is aware that a pain patient 
is a drug addict or has re-sold prescription narcotics, the physician has a responsibility to 
exercise a much greater degree of oversight than with other patients in order to protect society 
and to talte appropriate precautions wMi respect to care of the patient. 

In practice, prescribing pain medications to former or current addicts for the treatment of 
pain is a very difficult area. An important perspective is reflected in the following statement, 
which is paraplirased fi'om testimony to the Health, Educalion, Labor and Pensions Connnittee 
by Maine Attorney General G. Steven Rowe. 


^ Dispensing of Controlled Substances fertile Treatnieiil of Pain, 6? Fed. Reg. al 67, 171. 
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People with chronic pain are no different from the general population. Some are 
more susceptible than others to addiction and substance abuse. When pain patients 
become dependent upon prescribed drugs, sometimes their doctors don’t react 
appropriately. Some physicians suddenly cut patients from narcotic medications 
without appropriate referral to substance abuse treatment or to medical 
detoxification and without an adequate pain management plan. These patients 
may. try to secure drags illegally. These patients are different from those who 
abuse narcotic drugs because they are seeking to get high. They are patients 
whose dependency is tlic product of an area of medical treatment that is still, in 
many ways, in its infancy. Such addictions are preventable, but not in an 
environment where doctors are scared to treat pain because of fear and threat of 
prosecution. The answer to preventing this type of addiction is an environment 
where doctors are comfortable and knowledgeable treating pain and have 
adequate resources for referrals to substance abuse prevention and treatment 
programs. When doctors are confident in their knowledge and ability to actively 
manage their patient’s pain, we will see fewer medical problems transformed into 
law enroTCenient problems^’. 

It is essential that we seek to develop workable guidelines and policy in this area, W'hieh 
is w'here the most difficult questions reside. Drug-addicted people in pam represent the tougliest 
case in which to put the general principles ofbalance inlo practice. Ilow will wc, as law 
enforcement officers, regulators and policy-makers, balance the need for alleviation of the 
suffering of people in severe pain with the need to protect individuals and society from the 
devastating effects of drug abuse and trafficking? Ilow can w'c simultaneously respect the 
important ethical and professional decisions health care professionals roust make on behalf of 
individual patients? 

Wc recommend that DEA convene an advisory committee or ask the Institute of 
Medicine to develop a study committee to consider these issues in depth and to develop 
recommendations for policy and for the practice of law enforcement, medicine, pharmacy and 
other health care professions. We would be happy to participate in such an endeavor. 

6. Changes in the realities of health care and the prevalence of nain . 

The hiterim Policy Statement concludes that none of tlie principles summarized in it are 
new, but that they have been incorporated for more than 80 years into federal laws and 
regulations governing drags of abuse. Whether or not we agree with that characterization, what 
has changed during the past century and is expected to continue to change in the future, is that 
improvements in health sciences and health care have not only allowed people to live longer, but 
have also prolonged the process of dying for most people in the United States.’* Not only are 

Paraplirased from Testimony of Attorney General G. Steven Rowe before the Health, liducalion. Labor & 

Pensions Committee, United States .Senate, Septernber 20, 2001 . 

d'ee National Institute of Nursing Research, NIH& Office of Medical Applications of Research, NIH, National 
Institutes of Health Statc-of-the-Science Conference Statement (2004)j 

http:.'yconsensus.nih.gov.'''ta/024/EoLfinal01 1805pdf.pdf : Joan Teno, Measuring Outcomes Retrospectively, NIH 
Slale-ol-lhe-Science Conference on Improving End-of-Life Care at 39-41, 
]j.ttD://coiisensus.nili.&ov.''’ra/Q24/Enprovint£EndoQn_ifcProCTaT nandAbstra ctRook.oiif . 
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more people suffering from chronic diseases than in the past, when death was earlier and 
quicker, but many are dying following prolonged suffering in pain^'’. Medical practice and pain 
management have changed and will probably continue to change as a result. These realities make 
it imperative that DEA consider the impact of its policies on the legitimate treatment of pain. 

CONCLUSION 

The undersigned Attorneys General respectfully submit these comments and offer our 
assistance in analyzing and resolving these issues. We urge the Drug Enforcement 
. Administration to (1) clearly restate its commitment to the balance policy released in 2001, 
commit to balance in all public communications, and to consider creation of an Advisory 
Committee composed of state and federal law enforcement officers, health professionals 
(including specialists in pain management) and legitimate consumers of prescription pain 
medications; (2) in commencing uivestigations, focus on factors that distinguish the criminal 
trafficking and diversion of pain medications from the legitimate and responsible practice of 
medicine and other health professions; (3) develop a clear statement of policy that the 
preparation of multiple prescriptions on the same day witli instiuctions to fill on different dates 
can be a legitimate practice; (4) allow health care professionals to determine how to interpret 
communications by family members consistent with the requirements of their professions and 
licensing boards; (5) develop an Advisory Committee or commission an Institute of Medicuie 
study to consider in deptli tire medical, ethical, law enforcement and policy issues involved in 
prescribing pain medications to former and current addicts for the treatment of pain and to report 
recommendations; (6) consider the changing realities of health care and the patient population in 
the United States, in addition to changes in the nature of drug abuse, as policy regarding 
prescription pain medications is developed. 

Thank you for considering our views. 


Sincerely, 




Attorney General W.A. Drew Edmondson 
Attorney General of Oklahoma 


— 


Attorney General G. Steven Rowe 
Attorney General of Maine 


99 

Joan Teno, The Prevalence and Treatment of Pain in U.S, Nursing Homes, Brown University Center for 
Gerontology and Health Care Research, www.chcr.bro wn.ediL''dvingi''factsondving,htm . 
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Alexander DeLuca, M.D., MPH 
320 Central Park West 
New York, NY 10025 
212 - 787^464 
doctorcleluca@gmail.coin 


2007-03-05 

Dear Doctors Lester and Reese, 

As I think both of you know, I am a friend of James Fernandez Retired USMC. James 
was initially injured in a series of helicopter accidents in the first gulf war. He has 
received continuous medical care from the VA until he became a patient of yours. Dr. 
Reese, earlier this year. From what I can tell, Mr. Fernandez’s pain was never adeguately 
controlled by his VA clinic doctors, nor did he ever get a simple titration to effect of 
chronic opioid therapy, nor were the basic principles of chronic opioid therapy inHnHin ^ 
the concept of and proper use of breakthrough meds ever explained to him. Mr, 
Fernandez, like most patients, believed and trusted his doctors; he tmsted that if they 
could being doing more for his pain, they would be. 

Finely Mr. Fernandez was referred to Dr. Lester at the ? Pain Clinic. Noting that he was 
taking all of what was supposed to be breakthrough medication, and was still in 
significant pain. Dr, Lester did the completely correa medical thing and increased the 
long acting component of the treatment. With his MSContin now QID instead of TID, 
and still taking the fall complement of shotting meds, the patient experience a wonde^l 
decrease in his pain and increase in fanctioning and significant wei^t loss. James and I 
were very happy. We thought this was the first step of a proper titration to effect. 
Unfortunately the VA clinic failed to continue James on Dr. Lester’s new regimen, 
instead cutting the short acting component of his therapy, negating the positive changes 
Dr. Lester had made. So in the end, there was no net gain - Mr. Fernandez is still in 
chronic pain severe enough to make his life mostly miserable most of the time. It was at 
this point that James lost faith in his providers at the VA clinic; we are both extremely 
grateful to Dr. Reese for stepping up at this point to take on James as a private medical 
patient. 


Currently Mr. Fernandez is on MSContin 130mg QID plus oxycodone 2ml = 40mg TID. 
On this regimen he is in unacceptable pain aU day long EXCEPT for 60-90 minutes of 
good pain relief after he takes the oxycodone. Clearly this calls for an increase in the 
long-acting component of the therapy with close follow-up toward the ultimate goal that 
the patient require an average of zero to one dose of short-acting to remain functional and 
mostly comfortable all day long. This is always the goal of simple opioid titration to 
effect for chronic severe pain. 

James and I are frustrated. We seemed to be so close to ending this nightmare of entirely 
prevent^le daily severe pain only to experience that the process seems to never be 
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continued to completion. I can not imagine, literally, a more appropriate candidate to get 
this most basic pain treatment than a disabled combat vet with continuous medical care 
from the VA, with ZERO drug related aberrant behaviors (like doctor shopping or forged 
scripts or taking meds other than as prescribed), ZERO history of symptoms of alcohol or 
substance abuse, and complete compliance with all requirements placed upon him by his 
providers. James Fernandez, USMC Retired is clearly a legitimate and deserving chronic 
pain patient. He is one of the lowest risk patients (from the doctors perspective) that 1 can 
imagine. 

My understanding is that Dr. Reese is willing to provide general medical care including 
writing the routine pain medication prescriptions once a satisfactory regimen is achiev^ 
by Dr. Lester and the Pain Clinic, and with periodic follow up by Dr. Lester for any 
minor regimen adjustments and to continue the therapy. This sounds to me like an 
excellent team approach to the case, with an internist and a pain specialist both 
monitoring the patient’s progress and able to consult with each other in an ongoing 
manner. 

So, as I see it, all we need now is for Dr. Lester and the Pain Clinic to complete the 
titration to effect procedure. For example, raise his MSContin from 130mg to 160mg 
QID, continue the short acting oxy, and then see the patient again in about 2 weeks. If his 
need for short acting is reduced - that is, if an adjustment like this resulted in good round 
the clock pain relief without the need to take every single dose of short acting, then we 
are making progress! Some docs aim for the patient to require zero to one breakthrough 
dose a day, most are satisfied if the patient requires on average one to two doses of 
breakthrough a day; both of these outcomes are correct and acceptable and would be a 
significant improvement over the current state of affairs. 

James experienced much improved pain relief after the changes made by Dr. Lester in her 
first visit with him and this confirms that this man responds well to adequate doses of 
opioids without significant side effects, and that significant improvement in his health 
and quality of life can be easily accomplished with minor adjustments these medications. 
We have the ongoing care in place. We have an internist and pain specialist in 
communication and both monitoring progress. We have a near ideal patient. Can we 
finally finish this simple medical job and get this man out of pain and on with his life? 

Dr. Lester, I honestly believe that James’ titration could be completed in 2 - 3 visits over 
1-2 months. As you both know, Mr. Fernandez is exceedingly nice, honest, and compliant 
with medical orders - this is not a difficult patient, but a rather pleasant one, it seems to 
me. Once his pain is adequately and properly controlled it will be a pleasure for all of us 
to look forward to improved exercise tolerance and weight loss, improved general quality 
of life, improved mood, and less stress and strain on his wife who has had to live for so 
many, many years with a man in chronic pain that can easily be medically treated. 

Again let me sincerely thank you both. Dr. Lester and Dr. Reese. James and I both feel so 
much less isolated and abandoned having doctors we trust and can talk to in charge of his 
case. If we can just achieve and maintain an adequate dosing regimen, and fully 
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coordinate his team care, then I think James can look forward to many years of virtually 
pain free life - something he has not experienced in over 30 years. 

Together we can do this. I urge both of you to work together to make this happen as soon 
as possible. Mr. Fernandez has suffered enough; he has proven his trustworthiness, 
honesty, and willingness to comply with medical instructions. He is an ideal candidate for 
optimal chronic opioid therapy. Please help us achieve our goals of a reasonably pain ftee 
and productive life. 

Thank you for hearing me out. Sincerely and respectfully. 


Alexander DeLuca, M.D., MPH 
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The Treatment of Chronic Pain in Veterans - a Brief Review 

Testimony Submitted to the House Subcommittee on Crime 

Alexander DeLuca, M.D., MPH; Senior Consultants Pain Relief Network ; 2()()7-()7-12. 


Two very similar articles were published in tlic first full week of June, 2007. On June 4, the cover 
story in Newsweek was, ^ 'The Chans in 2 Science of Pain " by Mary' Carmichael.^ Three days later 
on June 7, tlie Associated Press (AP) published, " 'Doctors Ur^c Better Pam Care for Troops " by 
Lauran Neegaard." Both articles seem prompted by Lt. Col. Trip Buckenmaier, M.D., an 
anesthesiologist described in Newsweek as ‘"sort of a pain czar for the Anny” who is doing 
exciting research on battlefield placement of peripheral nerve blocking devices and on wliedier 
blocking acute pain early and continuously might decrease the incidence of the development of 
chronic pain later on. Hundreds of soldiers have so far received the battlefield block treatment, 
and preliminary’ results are expected over the next few' years. 

Both articles use a focus on diis novel application of nerve block technology to quite aptly 
explain the modem understanding of the etiology of chronic pain, which tmly represents a 
paradigm shift in pain management diat is changing die medical standard of care (see; ''A Modem 
Understanding of Chronic Pain^ below). Newsweek does an especially good job at this, 
cniploymg well produced graphics to explain tlic mcdical-tcchnical details clearly. 

Medical and Lay Opiophobia and Opioignorance ^ 

Unfortunately botli Camiichael and Necgaard perpetuate die popularly held opiophobic, war-on- 
drugs, worldview' aggressively promoted by fedend law enforcement for ninety’ years and 
currently enshrined in federal dmg control policy based on the legislative foundation of the 
Controlled Substances Act,'^ as promulgated and disseminated by the Office of National Drug 


' Carmichael, M. The Clianging Science of Pain. Newsweek: p 40; 2007-06-04. Available: 
http://ww5v msnbc.iiisn.eoLii^id/18SS1802/sitc/nc\vs\veck/ : accessed: 2007-07-08. 

" Neegaard, L. Doctors Urge Better Pain Care for Troops. Associated Press; 2007-07-07. Available 
(excerpts): http:.//doctordeluca.com/vvoLdpress/hidex.plrp/aicliive/paiii-cai‘e-for-troopsfi22/ : accessed: 2007- 

07-08. 

^ Brennan F., Carr D.B., and. Cousins, M. Medical and Lay Opiophobia and Opioignorance. Anesth 
Analg;105:205-221; 2007. Available: http://wwvv.anesthesia- 

analgesia.org:/cgi/content/Full/105/l/2()5?iikCT'=ccd0d3492il!b3b9927cLifl3c9040]()8add4Hcb : accessed: 

2007-07-08. “Principal among the altitudinal barriers of health care professionals to pain relief are 
misconceplions Icolleclively known as opiophobia] aboul [opioid] medications... [There e.xists] 
considerable [physician anxiety and] conccni aboul opioid addiction, tolerance and hyperalgesia, including 
dose escalation and dependence [and] witli side effects [and] about precipitating adverse side effects... 

There is also an unfomidcd assumption among plwsicians and patients that clironic opioid treatment 
necessarily mipairs quality of life [and] belief that at least some pain is inevitable, and that opioid doses 
should be related to the severity' of the disease rather than the intensity' of the pain. These attimdes [do not 
reflect the standard of care and] recur in surv'eys of clinicians and patients about analgesia... Opiophobia 
among health care providers is compounded by opioignorance. Repeatedly, surv'ey respondents 
acknowledge that they' have received insufficient training in, or exposure to, pain management." 

^ Food and Dmg Administration (FDA). Controlled Substances Act: Title 21 - Food and Dmgs, Chapter 1.1 
- Drug Abuse Prevention and Control Subcliaplerl - Control And Enforcenienl.FDA: 1970. Available: 
htlT)://vvw\v.fda.£Ov/opacom/laws./ciUrlsub/ctlsb(oc.lUm : accessed; 2007-07-08. 
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Control Policy (ONDCP),' also known as the OfSce of the Drug Czar. These errors, especially 
when reinforced by experienced and prominent journalist like Cannichacl and Nccgaard, arc 
important to examine as they underlie extensively documented barriers to pain relief faced daily 
by the majority of chronic pain sufferers.'’ 

The real life consequences of opiophobia and opioignorance to pain sufferers are horrific; studies 
have repeatedly shown the pain management enstoms and practice of physicians, even in cases of 
end-stage cancer, is extremely conservative and below die medical standard of care.’ * Tliis 
disturbing reality in which the medical community standard of care (what most reputable doctors 
do) is dramatically and widely below the medical standard of care (w hat the textbook say doctors 
shonld do) is the primary manifestation of the distortion of medical ethics and practice in 
response to dcfacto regulation of Pain Medicine by adversarial federal law enforcement. 

I will nse Ms. Carmichaefs Newsweek article for two examples of common opioid myths and 
misconceptions. 

“Morphine, [used] in the Civil War. is still the Army’s most commonly used painkilling 
dmg. It works, bnt compared with morc-inodeni options, it's one step above chlorofonn 
and two above biting the bullet.” 

Yes, opioids have been used by mankind, mostly to good effect, since recorded history-'. But the 
implication that they are crude or primitive is entirely false. Morphine, plain morphine, delivered 
according to modem, commonly taught medical principles, remains the most widely applicable 
and best treatment for a large majority of pain types, far more tlian any otlier class of medication 
or any interventional procedure. Opioids are the gold standard therapy. “Although there is 
currently no ideal analgesic for chronic pain, medications that act on p-opioid receptors are the 
closest thing that we have.” It is interesting that later in the article Ms. Camiichael describes at 
Icngtli a patient w idi fibromyalgia doing very well on a combination of powerful opioids where 
all other treatments had failed. She also deseribes recent alternatives to opioid therapy for chronic 
pain in tliese temis: 

“Some of the most promising pain treatments of the past decade have turned out to be 
disappointments. Studies of some radiofrcqiiency therapies show they work no better tlian 
placebos. Spinal-fiision snrgery, a recent review fonnd, has ‘no acceptable evidence’ to 
support it. And if a treatment docs work, says Edward Covington, a pain specialist at the 
Cleveland Clinic, ‘for most people, the effect is temporary.’” 


’ Regarding legislative aulliority for ONDCP. see also: Office of National Drug Control Policy 
Reautliorization Acl of 1998. Available: 

litlp://ww\v.wiu(ciiQuscdrugpolicv .£ov/aboiincgislalion%5Fc.htinl : accessed: 2007-07-08. 

Ricly B.A. An Ethical Analysis of the Barriers to Effective Pain Management; Cambridge Quarterly of 
Healthcare Etliics; 9; 27-39; 2005; p. 66. Discusses 5 major impediments to pain rchef; 1. The failuic of 
clinicians to identify- pain relief as a priority; 2. Insufficient knowledge among clinicians; 3. Fear of 
regulatory- scratiny; 4. Failure to hold clinicians accountable for pain relief; 5. Irrational beliefs and fears 
about addiction, tolerance, dependence, and adverse side effects. 

SUPPORT Principle Investigators. A Controlled Trial to Improve Care for Seriously Til Patients.; JAMA; 
274: 1591-1598; 1995. 

® Marks, R.M., Sacliar.E.J. U ndertreatment of medical inpatients with narcotic analgesics; Archives of 
Intemal Medicine; 78:173-181; 1997. 

’BiookoffD. Cliroiiic Pain: Part 2. The Case for Opiates; //nsTn'lnl Praerter:. 2000. 
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This next example from the Newsweek article is more subtle, but no less wrong and no less 
damaging: 

'The militarv is pioneering its own new approaches. Since 2003, a small but growing 
number of soldiers in Iraq have been treated at the front with high-tech nen^e-blocking 
devices that are effective but not addictive.” 

First, there are many types of pain not susceptible to local, peripheral nerv'e blockade; the 
militaiy’s experimental treatment will never replace opioids as the mainstay treatment for pain. 
The implication here, that opioids administered for severe traumatic pain under battlefield or 
MASH conditions are inherently ‘addictive' is nonsense. Tliis is the error of conflating die 
phenomenon of physical dependence on an opioid analgesic prescribed for pain with that of 'drug 
addiction.' Soldiers exposed to opioids midcr these conditions who become addicts^*^ because of 
such exposure are very', very' rare. Even in non-veteran, non-cancer related, chronic pain 
populations exposed to high dosages of opioid analgesics continLiously for nimiy years, 
unexpected dose escalation and the development of substance use disorders by DSM-IV criteria is 
uncommon. Pain patients responsive to opioid tlicrapy need those medications every day in 

order to function in the world with any degree of comfort and efficacy. If they suddenly 
discontinue the medication tlie underlying pam returns, in some cases worsened by witlidrawal 
symptoms; this is physical dependence. Most chronic pain patients on adequate, stable daily 
opioid tlierapy are not groggy or otherwise cognitively impaired, not sedated, are more alert, 
more active, more engaged in the world around them, are able to drive automobiles without 
impairment, and appear and feel well. 

A Modern Understanding of the Etiology of Chronic Pain 

Research into pathophysiology and natural history of chronic pain have dramatically altered our 
understanding of what chronic pain is, what causes it, and the changes in spinal cord and brain 
structure and fiinction that mediate the disease process of chronic pain, which is generally 
progressive and neurodegenerative.^"* Simply put. a continuous flow of pain signals into the pain 
mediating pathways of tlie dorsal horn of tlie spinal cord alters those pathways through 
physiological processes described as central sensitization, and neuroplasticity. 

The end result is the disease of chronic pain in which a damaged nen^ous system becomes the 
pain source generator dissociated from whatever tlie initial pain source was. This understanding 


Addiction, for tlic purposes of tliis paper, is continued, compulsive dmg use despite direct negative 
impact on more than one major life-area: physical / psvchological health, relationsliips, work-life, social- 
life; globally, quality of life decreases with persisting use. 

Savage SR. Long-term opioid therapv: assessment of consequences and risks. J Pain Symptom 

Manage;ll:274-286; 19%. 

Porlenov RK, Folev KM. Clironic use of opioid analgesics in non-malignanl pain: report of 38 cases. 
Pain. 1986;25:171-186. 

' ^ Portenoy RK, Dole V, Herman J, ct al: Pain Management and Chemical Dependency- Working Group. 
Conunentarv': pain management and chemical dependency: c\-otving perspectives. JAMA;278:592-593; 
1997. 

Argoff C.E. Managing Neuropathic Pain: New Approaches for Today's Clnical Practice; Medscape. 
(Available at: http:/.hvww. medscape. coni;Viewarticlc/453496 1 ) 

Gudin J. Expanding Our Understanding of Central Sensitization. Medscape Neurologv^ & Neurosurgety; 
Pharmacologic Management of Pain Expert Column; 2004. (Available at: 
htti>://www, medscape.com/viewaiticle/4H] 798) 

BrookoffD. Clironic Pain: Part 1. A New Disease?; Hospital Practice. 2000. 

^ Brookoff; The Case for Opiates; 2000. 
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explains many clinical obsen ations in chronic pain patients, such as phantom limb syndrome, 
that the pain spreads to new areas of the body not involved in the initiating injury, and that it 
generally worsens if not aggressively treated. The progressive, neurodegenerational nature of 
chronic pain was recently demonstrated in several imaging studies showing significant losses of 
neocortical grey matter in the prefrontal lobes and thalamus."* 

The implications for how acute and early chronic pain should be treated, the medical standard of 
care, arc vcr\' serious. The analgesic effects of opioids are primarily mediated in the dorsal horn 
of spinal cord where they bind w ith receptors blocking pain transmission and thereby protecting 
the dorsal hom from being bombarded with pain signals w'hich is believed to be the 
pathophysiological mechanism underlying the development of chronic pain, as just discussed. Dr. 
Buckcnmaicr’s experimental technique would protect the dorsal hom by another mechanism, but 
preliminary results are a year or two away and controlled studies of efficacy and outcome against 
an appropriate 'gold standard' regimen of opioid tlicrapy will probably be several years in 
coming. Non-steroidal anti-inflammatory' dmgs (NSAlDs - for example: aspirin, ibuprofen, 
Vioxx), antidepressants, anticonvulsants and other commonly used non-opioid analgesics do not 
have this protective property, and treatment of persistent acute pain with these non-opioid classes 
of medications would not be expected to prevent the central nerv'ous system damage understood 
to underlie the development of chronic pain. 

Based on a modem, scientific understanding of the pathophysiology of chronic pain, delaying 
aggressive opioid therapy in favor of dying everything else first is not rational and is therefore 
not the standard of care. Delaying opioid therapy resulting in continuous pain signals 
overwhelming tlie dorsal hom, w ould be e.xpected to promote tlie development of chronic pain 
and making the patient’s illness progressively more difficult to treat. This is why opioid 
analgesics are the cornerstone, and the gold standard against which all other analgesic 
medications are measured, in the treatment of chronic pain.^° 

Evidence Regarding the Risk of Addiction in Chronic Opioid Therapy 
Overwhelmingly, research has failed to show tliat chronic opioid therapy is associated with any 
significant level of addiction outcomes, Tliis is consistent finding over decades. 

1. In 1981, Medina and Diamond reviewed dieir e.xperience with 2,369 patients treated in 
the 1970's at the Diamond Headache Clinic in Chicago for a NIDA Research Monograph: 
only two of 2,369 patients showed signs of psychological dependence (addiction) 
consequent to their receiving opioid or other phannacotherapy. *' 

2. Moulin et. al. (1996) employed a randomized double-blind crossover study' design to 
investigate w hetlrer oral morphine effectively relieved pain and improv ed quality of life 
in a group of chronic pain patients who had failed other therapies. Their findings: "[The] 
morphine group showed a reduction in pain intensity relative to placebo in period I 


' ** ApkaiiairA. ct al. Clironic Back Pain Is Associated w'itli Dccicascd Prefrontal and Thalamic Gray Matter 
Density'; The Journal of Neuroscience; 24(46):10410-10415; 2004. 

'®Sclunidt-Wilcke,T. et al. Affective components and intensity of pain correlate with stnicUiral differences 
in gray' matter in chronic back pain patients. Pain; 125(l-2):89-97; 2006. 

Brookoff; The Case for Opiates; 2000. 

■' Medina JL, Diamond S. Drag dependency' in patients with chronic headaches. Headache; 17(1): 12-14; 
1977 

“ Medina JL. Diamond S. A headache clinic's e.\perience: Diamond Headache Clinic, Ltd. NIDA Res 
Monogr; 36:130-136; 1981. 
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(p=0.01) and this group also fared better in a crossover analysis of the sum of pain 
intensity differences from baseline (p— 0.02). No other si^mficaot differences [inchidin^ 
psychological sympioms. funcUona! status, and cognition] were delected." (emphasis 
mine) 

3. In a 2003 review article in the New England Journal of Medicine, Ballantyne and Mao 
thoroughly examined the literature on opioid therapy. In none of the 37 articles reviewed 
by these authors was addiction as a consequence of opioid therapy a significant 
outcome."'* 

Treatment and Outcomes of Veterans with Chronic Pain 

What about the rank and file? What about the thousands and thousands of injured veterans with 
painful conditions who don’t get the experimental nerv'e block? What treatment are they 
receiving? 

Consider “ Long-term Oxvcodone/Acetaminopheii Prescriptions m Veteran Patients ” by Gagnon 
ct al., published in 2004 in tire Archives of Internal Medicine. It is an interesting article. The 
authors went looking for prescription dmg abuse in a large sample of chronic pain patients, but 
foLUid dosc-stabilit)' radicr than dosc-cscalation, and acknowledge, “the apparent long-tcnn dose 
stability that we have demonstrated supports previous obsen ations from both VA and non-VA 
settings” citing six references tlrat together are overwhelming evidence drat dose-stabilitv is die 
mle in opioid therapy for chronic pain, and prescription drug addiction is uncommon in tliis 
population. 

But along the way, this study of did turn up this highly revealing datum; 

“In aggregate, 2 1 95 patients (3 1 % w'ith cancer diagnoses) received 
oxycodonc/acctaniinophcn for more dian 9 months at a mean prescribed daily dose of 
3.9 tablets per day (range, 0.5-13.0 tablets per day) wbth minimal changes in daily 
prescribed mean dose over time.” (emphasis added) 

This is quite remarkable. Veterans in chronic pain are prescribed an average of four 
oxycodonc/acctaniinophcn pills, for example, Pcrcocct, daily from VA medical providers; and 3 1 
percent of this sample had cancer-related pain, “Oxycodone/acetaminophen” means low potency- 
opioid compounded widi acetaminophen (Tylenol). Assuming 7.5nig of o.xycodonc per tablet (die 
larger commonly available formulation of this medication), four pills daily = 30mg oxycodone 
daily, which is the analgesic equivalent of approximately- 45mg of morphine, a day. Patients with 
chronic severe pain commonly require dosages 25 times as high - over a lOOOmg morphine 
equivalent daily, and some require and tolerate three to four grams a day. 

Low- potency compound opioids are properly prescribed for mild to moderate acute pain. They 
are not very- useful in severe pain because fbe total daily dose is limited by the liver toxicity- of the 
acetaminophen part of the compound, to about 10 pills a day (less in drinkers and patients with 
liver disease), which in total contain 75mg of oxycodone, the analgesic equivalent of 


"* Moulin DE, Amireh R, Sharpe WKJ. Boyd D, Merskey H, lexzi A. Randomized trial of oral morphine 
for chronic non-cancer pain. The Lancet; ;347(8995);14;3-146; 1996. 

Ballantv ne JC, Mao J. Medical Progress: Opioid Therapy for Chronic Pain. New England Journal of 
Medicine' 2003; 349[20], 1943-1953. (Available; 

ht to:/;'w'vw,doctorde lu ca.com,' [.ibra rv;'PaiidOoioidR.xCliromcPai-n03NEMJ.Iilin l . 
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approximately 1 12 mg of morphine daily, meaning the maximum analgesia achievable is some 10 
times lower than that commonly required by patients in moderate to severe chronic pain. Low 
potency compounded opioids are likewise a poor choice for chronic moderate pain, again due to 
acetaminophen toxicity. 

Four pills a day of o.xycodone/acetaminophen is a low, not moderate, not adequate, dosage. 
Oxycodone is a short acting opioid in this preparation, with an effective duration of action of 
about diree hours. One pill every six hours of oxycodone/acetaniinophen for chronic pain 
guarantees that the patient will be in unacceptable pain 50 percent of the time, at best. Tliat’s not 
treatment, its mis-treatment; it could not possibly be adequate. 

How' are our injured veterans with chronic pain faring under medical VA auspices? Not too well 
if you ask them. From a 2005 study of 348 patients entitled, “Prevalence And Characteristics Of 
Chronic Pain in Veterans with Spinal Cord Injury” we leam that 75 percent of this population 
reports pain, 83 percent of which is round-the-clock daily, of average intensity of 6.7 out of 
10, and two thirds of which interfered with daily activities. The pain was most commonly 
described as "aching,” “sharp,” "hot-buming,” and "tiring-cxliausting.” The authors’ conclusion 
is darkly humorous: "More research is needed to identity' better ways to prevent, assess, and treat 
chronic pain in die veteran SCI population.” 1 suggest we start by researching whether the 
veterans would have less pain and higher quality of life if their pain medication were simply 
titrated to analgesic effect, which is the standard of care tor the treatment of chronic pain. 

A 2007 article from the Journal of Rehabilitation Research and Development, published by the 
Department of Veteran Affairs, entitled "A Closer hook at Pain and Hepatitis C: Preliminary 
Data from a Veteran Population'' reviews the literature on the relationship between HCV and 
pain, and presents preliminary findings from a survey conducted at two Department of Veterans 
Affairs facilities to assess the scope and impact of pain on fimctioning in veterans widi HCV.^"' 

The prevalence of hepatitis C virus (HCV), a leading cause of cirrhosis and hepatocellular 
carcinoma and deadi from liver disease, among veterans who use Veterans Healdi Administration 
(VHA) facilities are more than double that of the general population, and affect 5.4 to 6.6 percent 
of veterans. Treatment for HCV is a rigorous 6-month to 1-year regimen of pegylated 
interferon and ribavirin which, unfortunately, is expensive, often poorly tolerated and painful in 
its own right, and is only successful in 54 to 61 percent of patients. Symptoms of HCV include 
weakness, fatigue and general malaise, muscle, joint and abdominal pain, and anorexia. HCV 
infection is associated with immunological manifestations, psychiatric disorders, and negative 
changes in self-perception that have pronounced implications for quality of life, psychological 
health, and mortality. 

“Preliminary results from this study demonstrate that 82.7 percent reported pain 
symptoms... Even on their "good" pain days, patients with HCV and pain symptoms 
reported pain intensity levels that met VHA criteria for comprehensive pain 
assessment and intervention. Patients with HCV reported that their pain symptoms 
interfered with their daily activities and relationships. [These] preliminary data strongly 


^ Silberbogen, A.K., Janke, E. A., Hebenstreit, C. A closer look at pain and hepatitis C: Preliminary data 
from a veteran population. Journal of Reliabilitation Research and Development; 44(2): 231-244; 2007. 
Silbeibogen; Pain and HCV in Vets; 2007. 
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suggest that pain is highly prevalent and significantly affects patients' functioning and 
experience of HCV.” (emphasis mine) 

Moving from spinal cord injiiiy and hepatitis C, conditions known to be commonly associated 
with chronic pain, to a general medical population, consider a 2006 study undertaken to 
determine the prevalence, morbidity, and pervasiveness, of pain in a random sample of veterans 
registered at a VA primary care clinic, entitled ^'Survey of Pain among Veterans in Western New 
York. ” The results in this population are startling: 

. 71% reported having pain. The average number of body parts affected was 4.4 of a 
possible 11. The average intensity of pain was moderate; 35% reported constant 
pain, and 85% reported the pain to be occurring for years. Seventy-nine respondents 
[53%J described tlicir pain to be interfering with their life and well-being. Medication 
was the primary’ treatment approach and was reported as ineffective by 48%.'' "* 

The finding that pain medication was reported ineffective by 48 percent of those in the NY 
primary care study does not surprise me. Opioid analgesics work well if prescribed in proper 
dosages at proper intcrv’als and titrated to analgesic effect, as discussed above, otherwise not so 
well. More importantly, the percentage of patients in chronic moderate to severe pain in these 
three very' different VA populations ranges from 71 to 82.7 percent. Tliis is very high. In 
normative hetdthcare-seeking populations, directly comparable to the NY general-medical VA 
sample, persistent pain is among the most commonly reported health problems w'ith an estimated 
prevalence of 22 percent.^’ 

Rampant Undertreatment of Pain is a National Scourge 

Four surveys of various VA population samples, two of them quite small, are conclusive of 
nothing. However, these four studies, taken together with an awareness that pain management 
exists in a cultural and political environment of opiophobia and opioignorancc, strongly suggest 
that such unnecessarily poor treatment and unnecessarily bad outcomes might very' well be 
endemic in tlie VA. Unfortunately, tliis should not surprise us. Rampant imdertreatiiient of pain is 
a national scourge exacting a ternfic toll on both the public health and on our national financial 
health: 

I . Stewart et. al ., in a 2003 cross-sectional study using 200 1 - 2002 data from the American 
Productivity Audit on 28,902 working adults, revealed that diirtccn percent e.xperienced a 
loss in productive time during a 2-vveek period due to a common pain condition. (Most, 
76.6 percent, of the lost productive time was explained by reduced performance while at 
work and not work absence). Lost productive time was estimated to cost $6 1 .2 billion per 
year. Tlrcy concluded that pain "is an inordinately conmion and disabling condition in die 
US workforce..." 


Silberbogen; Pain and HCV in Vets; 2007. 

^ Crosby, F.E.; Colestro,!.; Ventura, M.R.; GrahaiirK, Survey of Pain Among Veterans in Western New 
York; Pain Manag.Nurs.; 7(1): 12-22; 2006. 

® Gureje O, Von KorfFM, Simon GE, Cater R. Persistent pain and well-being: A World Health 
Organization Study in Primary' Care. JAMA; 280(2): 147-51; 1998. Erratum in: JAMA;280(l.t):l 142; 1998. 

Stewart VVF, Ricci J A, Chee E, Morganstein D, Lipton R. Lost productive time and cost due to common 
pain conditions in the US workforce. JAMA; 290(18):2443-2454; 2003. (Available: 
l iitp:/7w» v v.docio id eliica.com/T,ibraiv,'Pain/I.osiProdiiclivilv2iidPain03.htm ). 
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2. Reports and statements from government, regulatorv’ and academic bodies attesting to a 
massive problem of untreated and undcrticatcd pain abound. In 2004 Robert Meyer, 
Director of the FDA's Center for Dnig Evaluation and Research, in testimony to the 
Flousc Subcommittee on Criminal Justice, Dnig Policy and Human Resources reminded 
legislators of a Consensus Statement from the National Cancer Institute Workshop on 
Cancer Pain over a decade earlier ( 1 990) which indicated that the "undertreatinent of 
pain... is a serious and neglected public health problem." 

3. The Agency for Healthcare Research and Quality (AHRQ) reported in 1992 that, "half of 
all patients given conventional therapy for their pain [arc not getting] adequate relief." 

4. In 1999 the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) 
issued a press release noting that unrelieved pain had huge physical and psychological 
effects on patients and increased hcaldi care costs. JCAHO at that time officially declared 
pain to be the "fifth vital sign" henceforth regarding the evaluation of pain a routine 
requirement of proper patient care as important and basic as the assessment and 
management of temperature, blood pressure, respiratory rate, and heart rate."’^ 

Disturbing as these academic findings arc, at the level of the doctor-patient relationship 
opiophobia leads to unnecessary' personal suffering and family tragedy for men and women who 
served their government and gave everything when called upon. Mr. James Fernandez, a marine 
helicopter door-gvmiier in the first Gulf War, involved in two helicopter crashes, resulting in well 
documented disabling back injuries and chronic severe pain, has submitted testimony to this 
committee. Mr. Fernandez, under continuous medical care of the VA, has been utterly compliant 
with that care, has exhibited no “ref-flag” or aberrant drug-related behaviors suggesting substance 
abuse and has no history of alcohol or drug problems. Yet Mr. Fernandez, an uncomplicated case 
of chronic pain, has been allow to remain in agony, for decades, physically deteriorating from 
immobility due to pain, all under the watchful eyes of his VA providers. He believed VA doctors 
could do nothing more to help him, w'lien the documented trath is that even fractional dosage 
increases make a significant positive difference in liis life. 

Mr. Fernandez was abandoned to his pain by his physicians and his gov'emment because they 
were more concerned about a prescription drag abuse problem, that had NOTHING to do witli 
him or his combat acquired medical conditions, than they were about the obvious suffering and 
deterioration of the obviously deserving patient before them. This is medically very wrong, and a 
national disgrace. 

Mr. Feniandez, and thousands of veterans like him, and millions of their fellow citizens, have 
their lives destroy ed for lack of a couple of himdred milligrams of morphine-equivalent analgesic 
medication because federal drug control regulations and DBA enforcement imperatives have 
changed pain management physicians into deputy- lawmen whose primary obligation is to catch 


Meyer RJ. The Need for Effective Pain Relief - Slatement by Robert J. Meyer, Director. Center for Dmg 
Evaluation and Research, Food And Dmg Administration. Before the U.S. House of Representatives 
Committee on Government Reform, Subcommittee on Criminal Justice, Dmg Policy and Human 
Resources; 2004. (Available: !it iD://vvww.fcla.gov/o]at2004.towco nt in0209.htin li. 

Carr DB, Jacox A. Acute Pain Management: Operatwe or Medical Procedures and Trauma - a Clinical 
Practice Guideline. Report of the Agency of Healthcare Quality and Research, Washington DC, 1992. 

JCAHO. Joiril Cormiiission Focuses on Pain Management. Report of the Joint Coimnission on 
Accreditalion of Healthcare Organizalioiis, Washington DC, 1999. 
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vaguely defined “addicts," and whose concept of pain treatment is to prescribe the weakest 
opioids in the lowest possible dosages so as not to incur the WTath of federal law enforcement. 

If Mr. Fernandez is denied basic compassionate medical care, w hat chance is there for tlie rest of 
us w'hen out time of need comes? Mr. Fernandez was at least inadequately medicated. Florv much 
worse would his life have been if he had not been a marine, if his injuries were due to an auto 
crash instead of a militaiy^ helicopter crash, if he didn’t have access to VA medical resources? 
What if he were alone, and poor and uninsured; or black, or a 20 year old recent immigrant whose 
English was poor? 

Congress has the power to get DEA, a police agency of the Executive branch of govenunent, out 
of the medical decision-making process. The authority' to license and regulate medical practice is 
constitutionally reserved to the states who maintain the standard of care tlirough state medical 
boards and whose enforcement powers rest with the state Attorney General. That system is in 
place. I urge you to return tliis authority and tliis power back to these more democratic institutions 
which are responsive to the will of the people, and which could function as laboratories of 
progress and change if freed to do so. Until this is done, the pain crisis in America will worsen. 

I want to thank the Flouse Subcommittee on Crime, and its staffers, for considering my testimony. 


Respectflilly submitted, 


..alex... 

Alexander DcLuca, M.D., MPH 
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Fax (865)938-3335 
(fell Ph.(865)776-2271 


The Honorable nofaeit C. Elcotti Chainoao 

Subcommittee on C^me, Texroiiarri, and Hicc^iiaad Security 

Comndttee on the Judiciary 

^370 Raybum House Office BuUdIng 

Washington,, DC 20S15 

Dear Chainnan SccA: 

Enclosed herein is my staiemeni for ihe record for /otur July 12, 2007, llteaiing entitled 
^*Tbe Drug Eoforeeincm Administration's Regfiiattoii of Medioind.** 

I would appreciate it if the siaion&nt cmiSd be included in 'tbe record 6f the beaiing. 

Slaco^Hy, 


£|eQ^ Gregg- 
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Certain People are Cooking Methamphetamine 
Using Common Household Items Sold in Your Store 



10 Years of Methamphetamine use 

IF YOU HAVE INFORMATION ABOUT SUSPECTED ILLEGAL ACTIVITY 

PLEASE CALL OR LOCAL UW ENFORCEMENT 


!0 CaM Tabivte 
(CaataininK rphnirinc 
' or psetuJocphcdrine) 
Acetone 
Alcohol 

~ Camp Fuel 

Coffee FUlerx 
Brake Cleaner lElher) 
Iodine 

Hydroiien Peroxide 

11 Lye 
g9g Bonk Malches 
g ft Muriatic Acid 

g Sulfuric Acid 

K ^ Mason Jars 

Propane Tanks 

I Gas Line Anti-Freeze 
Aluminum Foil 
Anhydrous Ammonia 
Lithiuro Batleria 


Plastic Tuhing 
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ATTENTION 

EMPLOYEES! 

Methamphetamine manufacturing la on the rise 
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EXHIBIT 

z 


t********************************* ***************** *******«**^* 

UNITED STATES DEPARTMENT OF JUSTICE 
DRUG ENFORCEMENT ADMINISTRATION 

^^L:t***'»**»*‘************ ************************************************ ******* 


in the Matter of '' ; Docket No. 05-43 

Gregg & Son Distributors : Administrative Law Judge Gail A. Randall 

; AFFIDAVIT OF DENISE GREGG 


^^4»:t********** ****** ********************************************************* 


STATE OF TENNESSEE 
COUNTY OF Knox 


ss: HOS-T8-8aoU. 


Denise Gregg, being first duly sworn, aflinns and states as follows: 

1 . lam over 1 8 years of age and otherwise competent to testify as to the matters in 


this affidavit. 

2. The following statements are based upon my personal know’ledge. 

3. I am the bookkeeper and records custodian for Gregg & Son Distributors (“Gregg 
& Son”). 

4. On March 15, 2005, Drug Enforcement Administration (“DEA”) invesrigators 
performed an inspection at Gregg & Son’s registered premises located at 8329 Sharp Road, 
Powell, Tennessee, 37849. 


5. 


As part of the DEA’s inspection, it performed an audit of Gregg & Son’s 
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purchases and sales of pseudoephedrine and combination, ephedrine products ftom December 21, 
2003, through March 15, 2005. As part of that audit, the DEA investigators seized virtually all 
of Gregg & Son’s packing slips and sales invoices &om December 27, 2003, through March 15, 

2005. 

6. The DEA seized Greg & Son’s only copies of these documents. 

7. The documents seized by the DEA at the time of the March 1 5. 2005, 
investigation and audit were only recently returned, and received by our attorneys on March 31, 

2006. 

8. Our attorneys placed Bates Numbers 00103G&S through 01089G&S on these 
documents, and mailed them to us on April 3, 2006. 

9. Greg £c Son received the documents at approximately 1 1 ;40 a.m. on April 7, 

2006. 

1 0. Upon receipt, I began to re^'iew these documents. 

11. During my initial review, I observed that customer sales invoices Aom December 
27, 2003 through March 15, 2005, for approximately 21 of Gregg & Sons customers, which the 
DEA seized on March 15, 2005, were missing from the DEA’s March 31, 2006, document 
production. 

12. I also noted that there were additional sales invoices and packing slips missing for 
other Gregg & Son customers. 

13. I estimate that approximately 800-1000 pages of sales invoices that were seized 
on March 15, 2005, were not returned or produced as part of the DEA’s March 31, 2006, 
document production. 


2 



14. Since DEA seized the originals of virtiully all of Gregg & Son’s packing slips 

and sales invoices, we have no way of knowing *e total number of dociiments seized by the 


DEA at the time of the March 15, 2005, investigarion and audit. 
Further affiant sayeth naught. 




'yyuM 


Dcmsc Gregg 



Sworn to and subscribed in my presence this ^ I'^V tiay of 
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Statement of Dennis Gregg 
Before the 

Subcommittee on Crime, Terrorism, and Homeland Security 
Committee on the Judiciary 
Chairman Robert C. Scott 
on 


Oversight Hearing on the Drug Enforcement Administration 
July 12, 2007 
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Mr. Chairman and Members of the Subcommittee, my name is Dennis Gregg, and I am 
the owner of Gregg & Son Distributors. Gregg & Son is a wholesaler distributor which 
primarily services convenience stores and other similar entities in the Knoxville, Tennessee area. 
Gregg & Son also services a limited number of customers in the bordering areas of North 
Carolina and Virginia. 

1 have been involved in the distributing business since 1973. Gregg & Son is a family 
run business which anploys four individuals: myself, my wife Denise Gregg, my son Jeremy 
Gregg, and a femily friend. This business is our sole source of income. Gregg & Son sells items 
such as automobile equipment, fishing tackle, gloves, soft drinks, cigarette lighters and other 
novelty items to its customers. Gregg & Son also sells List I medications such as two-pack 
dosage of pseudoephedrine products, and multi-count over-the-counter (“OTC”) combination 
ephedrine-medications* to its customers. 

Gregg & Son has distributed List 1 0'fC products to its customers since it first became 
licensed with the DBA in 1998. None of Gregg & Son’s customers purchase solely List I OTC 
products. It is authorized under its DBA Registration to distribute pseudoephedrine and 
ephedrine O'i'C products. It is important to the continued operation of Gregg & Son’s business 
to maintain its DBA certificate of registration because it allows Gregg & Son to serve as our 
customer’s one-stop supplier in tliose circumstances. If Gregg & Son does not retain its DBA 
Registration, competitors able to distribute List 1 O'fC products will have a competitive 
advantage over Gregg & Son, wliich will be difficult tor Gregg & Son to overcome and remain 
competitive. Gregg & Son’s DBA registration was renewed annually by the DBA through 1998 
through 2005. 


' These ephedrine-based OTC producLs also ctmtain gnaifene.sin. 
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From 1998 through 2005, Gregg & Son carried two-pack dosages of pseudoephedrine 
products and multi-count combination O'lG ephedrine products in table form. The packaging 
count was determined primarily by the manufacturer for distribution and sale to retail customers. 
Since enactment of the Tennessee Free Melh Act in 2005, firegg & Son has carried List I OTC 
ephcdrinc-gcl capsule products for sale and distribution to its Tennessee customers, Gregg & 
Son also distributes List I OTC ephedrine-gel capsule products in bordering states to comply 
with their methamphetamine precursor legislation as well. In order to comply with the 2005 
Combat Methamphetamine Epidemic Act (“CMEA'"), Gregg & Son also limits sale of List I 
OTC ephedrine-gel capsules to those packaged in blister packs. Gregg & Son supplies its 
customers with log books required under the CMEA and instructs its customers to comply with 
the sales limitatioiis and restrictions of the CMEA. Gregg & Son only distributes List 1 product 
to those cu.stomers who “self certify’' with the DEA under the CMEA. Gregg & Son has also 
advised its customers of the sales limitatious imposed by the CMEA and instructed them to 
comply with those limitations. Gregg & Son also stamped this limitation on each customer’s 
sales invoices, and placed small signs in each of the acrylic cases to remind the retail clerk of 
these limitations. 

In 1999, and again in 2003, the DEA investigatore performed administrative inspections 
of Gregg & Son’s registered premises and reviewed Gregg & Son’s sale information. From 1 998 
through present, Gregg & Son’s business has not changed significantly. Gregg & Son was never 
notified of any problems or DEA regulatory violations. Gregg & Son has never received a 
“warning letter” from the DEA indicating that any of the List I OTC products sold by Gregg & 
Son have ever been discovered in the methamphetamine manufacturing process or dump sites, or 
traced back via lot number to a distribution ty Gregg & Son. Tliere have been no allegations 
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that aiiy customer of Gregg & Son has been competed of a crime relating to the manufecturc or 
distribution of methamphetamine. No employee of Gregg & Son has ever been convicted ot’a 
crime relating to a controlled substance or Listed Chemical. 

Throughout its time as a List 1 Distributor, Ciregg & Son has shared concerns over the 
reported methamphetamine problem m Tennessee, and has undertaken steps to help make 
customers aware of the potential for methamphetamine abuse, and to guard against the theft and 
diversion of List I OTC product sold by Gregg & Son to its customers. Over the past four years, 
Gregg & Son has voluntarily provided its customers with posters for display in their facilities 
from an organization called “Tennessee Free Meth,”^ The posters provide a list of 
methamphetamine precursor materials, which can be purchased in most retail establishments and 
combined to produce methamphetamine. The posters also contain a “law enforcement hotline” 
for retailers to call if they believe the products in their establishment aie being diverted into 
methamphetamine production. I have placed these posters for display in many of Gregg & 

Son’s customers’ facilities. 

For the past 10 to 12 years, Gregg & Son has been providing its customers selling List I 
OTC products with acrylic display cases to sell and display their List I product from. The acrylic 
case is closed in the front and prevents the customers from obtaining the product out of the case 
without the assistance of the retail clerit. The case is typically placed behind the counter or 
somewhere else out of the reach of the customer. The purpose of these cases is to help guard 
against theft of the product and diversion into illegitimate channels. This is a form of “behind- 
the-counter placement” which is required under the CMEA. Gregg & Son put this procedure in 
place to assist its customers and guard against diversion well before it was required under the 
CMEA. For those few customers who, due to the recent changes in packaging size, do not place 
" Copies of these posters are attached hereto as Exliibk 1 . 
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the product in these acr>’lic cases, I have verified that they place and store the OTC product m a 
means and manners sufficient to comply with the behiiid-the-counter placement requirements of 
the CMEA. I have not been told by any of my customers that there are repeat customers 
purchasing List I OTC products on a daily basis. I believe the List I OTC products sold by 
Gregg & Son are not being diverted into illegitimate channels. 

On March 1 5, 2005, the DEA praTonned an administrative inspection at Gregg & Son’s 
registered premises. DBA investigators questioned me about Gregg & Son sales of List I OTC 
products. At that time, I did not know the percentage of sales that List I OTC products 
comprised of Gregg & Son’s total annual sales. I later reviewed Gregg & Son’s sales records 
and determined sales of List T OTC products comprised approximately 20% of Gregg & Son’s 
overall sales, I never indicated to DEA that sales of List I OTC products comprised 50% of 
Gregg & Son’s annual sales. However, DEA Diversion Investigators later claimed that I stated 
sales of List I OTC products comprised 50% of Gregg & Son’s annual sales. This was a lie. 

Also, as part of the DEA’s March 1 5, 2005, investigation, the DEA investigators 
allegedly performed an “audit” of Gregg & Son’s List I chemicals. At that time, the 
investigators seized the originals of all of my List I OTC sales and receiving invoices to my 
customers. These seized copies were Gregg & Son’s only copie.s of these documents. The audit 
was performed off site of Gregg & Son’s premises, and Gregg & Son was not advised of the 
results of this audit. DEA investigators also did not leave or return copies of these documents to 
me following the inspection. DEA later issued a Show Cause Order to Gregg & Son after 
performing its March 15, 2005 inspection. 
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In the Show Cause Order, tlie DEA alleged die results of the “audit” of Gregg & Son’s 
List I OTC product revealed “substantial underages and oven^es” of List I products. The DEA 
alleged these results were indicative of diversiotL 

During the prehearing process in Gregg & Son’s administrative DFA license revocation 
proceedings, my attorney demanded that the DEA return the invoices seized at the time of the 
March 15, 2005 audit investigation so that I could attempt Ui recreate the DEA’s audit. However 
DEA was reluctant to turn these documents over to me. Finally, on or about March 30, 2006, 
DEA produced a stack of invoices which it had seized at the time of the March 15, 2005 
administrative inspection. 

DEA initially claimed it produced all of the documents seized at the time of the March 
15, 2005 inspection. However, my wife Denise obsert'ed that there were hundreds of pages of 
invoices missing from production which were taken by the DEA on March 1 5, 2005. During my 
wife’s review of the documents produced by the DEA, she noticed there were sales invoices for 
approximately 21 of Gregg &Son’s customers missing from the DEA’s document production. 
She also observed that there were additional invoices missing for other Gregg &Son customers. 
She estimated that approximately 800 to 1,000 pages of invoices which were seized on March 
1 5, 2005 by the DEA were not returned or produced to Gregg & Son.^ As such, there was no 
possible way for us to reconstruct the DEA’s allegations of alleged substantial overages and 
underages in its Show Cause Order. Gregg & Son is confident in its recordkeeping processes 
and maintains that any audit of its List I OTC product would in fact reveal no overages or 
underages. I believe that the DEA had reached a predetermined result of the audit of Gregg & 
Son’s List T OTC product before even beginning its review of the invoices. 


^ See Affidavit of Denise Gregg attached hereto as Ex. 2. 
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Moreover, during Gregg & Son’s admimstrative hearing, DEA Diversion Investigator 
David Graham, who was tlie lead investigator performing the March 15, 2005 inspection of 
Gregg & Son, admitted the DEA has adopted a policy that tlie sale of List I generic OTC 
combination-cphcdrinc products (such as those sold by Gregg & vSon) to convenient stores and 
related entities [which the DEA has coined “gray market entities”] is sufficient grounds for the 
DEA to revoke a DEA registrant’s registration. Diversion Investigator Graham testified it is the 
DEA policy and practice that regardless of whether or not the registrant complies with all other 
DEA rules and regulations, the act of selling to these “gray market entities” automatically 
subjects the registrant to license revocation. This testimony was echoed by DEA Diversion 
Investigator Darryl Meador as well. Investigator Graham testified that it was DEA’s intentions 
to revoke Gregg & Son’s DEA registration based upon Gregg & Son’s sale of generic- 
combination ephedrine OTC product to its customers. 

Gregg & Son has always conducted business with integrity and committed to maintaining 
compliance with the changes in state and federal regulations relating to the handling of List I 
•chemicals. I believe that our business was wrongfully targeted by the DEA for license 
revocation because we arc a small business and do not have significant resources to oppose the 
DEA. The unfounded allegations in the Show Cause Order, and the administrative process in 
general, have been a difficult and overwhelming process for my wife and I to deal with. Gregg 
& Son has been forced to incur significant legal fees in defending its DEA registration. I have 
done so while also battling a bout of kidney cancer. But because we do not believe that we have 
done anything wrong, we continue to maintain that Gregg &Son is entitled to maintain its DEA 
registration. 
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It is my hope that by sharing onr circumstances with this Committee, detailing 
discriminatory and abusive treatment of Gregg & Son at the hands of the DHA. that the 
Committee will take necessary action to ensure that no other small business will be subjugated to 
similar treatment by the DEA. 


nACaj«$^Gregg&SonDist\DtA-USA\Pleadlne\sc8ietncai-jali doc 
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Mr. Chairman and Members of the Subcommiliee, my name is Buddy Poole, and I am tlie 
owner of Poole Marketing, which is located at 458 Peggy Drive, Fort Valley, Georgia 31030. 
Poole Marketing is a small wholesaler distributor which distributes novelty products and 
merchandise, including snacks, candies, lighters, to a customer base which is made up of 
convenient stores and similar entities. Poole Marketing services convenience stores and other 
similar entities in the state of Georgia. Poole Marketii^ also distributes generic brands of List I 
combination-ephedrine, over-the counter medications to its ci^tomers. 

Poole Marketing obtained the necessary DEA regisinilion which permits it to distribute 
List 1 combination-ephedrine products. Poole Marketing is authorized under its DEA 
registration to distribute ephedrine and pseudoephedrine based combination producLs. Poole 
Marketing no longer distributes pseudoephedrine products, such as .single packaged dosages of 
cold medications, because it is not permitted to do so under Georgia’s recent enactment of its 
methamphelamine precursor legislation 

Poole Marketing first received its DEA Certificate of Registration in 1999. Its 
registration was renewed by the DEA annually through March 3 1, 2006. Poole Markebng has 
never been advised by DEA that it is operating in violation of DEA regulations. To my 
knowledge, no employees of Poole Marketing have been convicted of a crime involving the 
manufacture of distribution of Controlled Substances or Listed Chemicals. I also have not been 
advised by the DEA that any of Poole Marketing’s customers have been convicted of crimes 
relating to the manufacture or distribution of methamphetamme. 

On February 19. 2006, Poole Marketing submitted its application to renew its DEA 
registration. Poole Marketing’s DRA registriition wus set to expire on March 31, 2007. After a 
few weeks, 1 began to contact the DEA office in Arlington, Virginia to check on the status of 
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Poole Marketing’s registration. Each time, I was told by the DBA representative I spoke to that 
the Poole Marketing’s renewal application had not yet been processed. 

On April 20, 2006, 1 tliec contacted the Atlanta DEA Regional Office and was told that 
the office had no record of my applying for Poole Marketing’s registration renewal. The person 
I spoke with advised me to reapply online, and to retain confirmation number. I followed these 
instructions. 

A few weeks later, I called back to the Atlanta DEA Regional Office to follow-up on the 
status of Poole Marketing’s registration renewal. 1 was connected to someone whom 1 was told 
Co be the office supervisor, ’‘Mr. Shortas.” Mr. Shortas’ first question to me wus, “Who are your 
customers?" 1 told him that I service convenience stores. Mr. Shortas then stated my DEA 
license would not be renewed. He said, “Convenience stores don’t need to sell ephedrine 
products.- Jf a person needs ephedrine products, they shooid go to the drug store.” 

On May 1 8, 2006, Investigators Linder and Jones came to my facility to perform an 
administrative investigation. After the investigation, they visited several of Poole Marketing’s 
customers. At that time, I not told that any problems existed with Poole Marketing’s operations. 
It was my understanding that no problems existed with Poole Marketing’s operations. No hard 
copy of Poole Marketing’s DEA license was issued, but I received several extension letters^ 
indicating that Poole Marketing's registration would continue to be valid until March 3 1 , 2007. 
During that time, I received no writt«i confirmation that my DEA license had expired or had 
been revoked. No Show Cause Order was issued to Poole Marketing. 

The latest extension letter I received indicated that Poole Marketing’s license expired on 
March 3 1 , 2007. At that time, I called Investigator Linder to lind out what action I should take. 
He did not return my phone calls. On March 12, 2007, 1 called the Washington DEA office and 
' Copies of these letters are attached hereto collectively as Ex. 1. 
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was mformed tliat my License had “been retired” on October 3 1 , 2006 and that I needed to 
contact Atlanta. I called Atlanta DBA Regional Office that day. I was informed that Investigator 
Linder was no longer assigned to my case. 

DEA Investigator) Green contacted me on Tuesday, March 13, 2007. He stated 1 was 
selling “non-traditional products to a non-traditional outlet.” He indicated that based on this. 
Washington would likely not renew Poole Marketing’s DEA Registration. Investigator Green 
said that the DEA had met its obligation to Poole Marketing and that no further letters of 
extension would be issued. I told Investigator Green that there were several companies operating 
in the wholesale distributor business that distributed OTC combination-ephedrine medication. 
Investigator Green staled that DBA had simply not gotten to them yet. 

V/lien I asked Investigator Green what to do about my inventory of cornbination- 
ephedrinc medication, he told me that I needed to have it destroyed or that 1 needed to send it 
back to the people that I bought it from “before the license expire.s.” Investigator Green asked if 
I would surrender my license. I told him no. I then also timely filed for Ae renewal of my DEA 
registration in advance of the alleged March 31,2007 registration termination date. 

After speaking with Diversion Investigator Green, I retained Attorney Jason A. Hill of 
the law firm of Connelly, Jackson & Collier LLP to represent Poole Marketing with respect to its 
DEA registration renewal matters with the DBA. Mr. Hill prepared a letter dated March 19, 

2007, copies of which were sent to Investigator Green by facsimile and ordinary mail. In that 
letter, Mr. Hill indicated that since Poole Marketing bad timely sought renewal of its DEA 
registration, and no final decision had been rendered approving or denying that registratiou 
renewal request, the DEA was obligated by law to permit Poole Marketing to continue 
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distributing combination-ephedrine products.^ Mr. Hill sought written and/or oral confirmation 
that Poole Marketing would be entitled to continue operating under its existing DK A registration 
until such time as a final decision was made with respect Poole Marketing’s registration-renewal 
request. Investigator Green never responded to this letter. I was also advised that Investigator 
Green failed to return several phone calls from my attorney. 

My attorney was advised by another member of the DEA Atlanta Regional Office to 
contact Linden Barber, .Esquire, Office of DEA’s Chief Counsel's Office. My attorney prf.»vided 
Mr. Barber a copy of the March 1 9, 2007 correspondence sent to Investigator Green. After 
reviewing the March 1 9, 2007 correspondence, Mr. Barber advised that pursuant to the DEA 
Deputy Administralor’s decision in In Re: WilJ West Wholesale, Fed.R. Vol. 72, No. 1 8. 4042. 
4043'44, because Poole Marketing had timely submitted its registration-renewal request, it was 
permitted to continue distributing combination-ephedrine products until such time that a final 
order (after issuance of a Show Cause Order) from the DEA Deputy Administrator was issued 
revoking Poole Marketing’s registration. 

After my attorney spoke with Mr. Barber, I then spoke to my distributor of List I 
combination-ephedrine products, C.B. Distributors, and provided C.B. w'ith a copy of the Wild 
West Wholesale decision. I told my C.B. that Mr. Barber advi.sed that Poole Marketing w’as 
permitted to continue operating under its existing DEA registration. C.B. then contacted 
Investigators Green and Jones to confirm that Poole Marketing was permitted to continue 
operating under its existing DEA registration. Investigators Green and Jones advised C.B. that it 
was not permitted to ship combination-ephedrine products to Poole Marketing because its 
registration “allegedly expired” or “been revoked.” CB advised Poole Marketing that any 


^ A copy of this letter is attached hereto as Exhibit 2. 
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distributions of combination-ephedrine products to Poole Marketing would have to be approved 
by Investigator Green before shipment. 

As a result of this conversation, on or about April 10, 2007, my attorney Mr. Hill again 
wrote Investigators Green and Jones requesting that the DBA provide written confirmation with 
respect to its position that Poole Marketing was not permitted to operate under its existing 
registration. Mr. Hill also advised tfie investigators that he spoken with Mr. Barber, and 
provided invesligators with a copy of the decision In Ite: Wild Wesl Wholesale, which expressly 
stated that because Poole Marketing had timely submitted its registration-renewal request, it was 
permitted to continue operating under its existing DBA registration. Mr. Hill also advised that if 
the DBA did not respond to this request, that he would advise Poole Marketing to file suit and 
sue for injunctive relief.^ 

The DBA did not respond to Mr. Hill’s April 10, 2007 request and hence forth, Poole 
Marketing has been unable to obtain additional combination-cphcdrinc products from C.B. 
Distributor, even though it retains an existing DBA registration. This ha.s caused both financial 
and irreparable harm to Poole Marketing’s good will and its customer base. I find the DBA’s 
refusal to respond to any of Poole Marketing’s requests that the DBA advise Poole Marketing in 
writing of its position with respect to Poole Marketing’s DBA registration to be disingenuous and 
deceitful. 

Due to the damage to my business, financial and otherwise, Poole Marketing does not 
have the funds to file suit to enjoin DEA’s wrongful actions. The DBA has maliciously and 
intentionally \'iolated my due process, and that of Poole Marketing, and continues to do so. 


Hi'.Cases'PooleMarketing'Pleadingtfiarement-jah.dac 


^ A copy of this April 10, 2007 letter is attached hereto as Ex. 3. 


5 



155 


01/31/2037_16:07 

% 


■W'VTv, dsa.gvy 


Mar. 13 2007 01 :47PM PS 
RESISri?ATiaN PAGE 01/91 

U, S. department of Justice 
Drug feaforcemcnt Admjnistraticn 
A^aBt&^iviaioa 
75 Sbs^' Street, SW 
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Atlaaia, OA 30303 
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Sir/ Madsni: 
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V» S. PepArtoxeat of Justice 

Drug Eaferoement Actomii5tT«tioo 

At3aneai)rvision 

75 Spriofi Streert. 5TV 

Suite 300 

AtJflnta, OA 3030i 


*A9ifl_lsarjE6S4aa__ 

. 4T8-a3S^^-inl 


Dear Sir/ Madam : 




IWs letter oonfiTM Ihm itrsix Drug EitorceiDeiit AdtoinlstnitiMi (DBA) regiAofion number 

— rsnaine «m7«ot and valid beyond its e;<p!jatioiv date, pend»»tt the 

pwtfesin-g of you? reniwal appliaafton. This jwtt«c ia vaHd until Tobruarv 1 . aOQ? 

TlUs I«rr« 'MU aer’e as proof of j-otii regiscradon status undl yow appKcaCjoD is pracessed, 

If you require fiwher asaistaaee, please caU toll fixe (33M69-9?3S). A dlKctory ofD£A 
offices M evailable on cbe (ntemet at the EHvetsiofl Cootrol ?fogra.- 7 i site at 


30, '2006 

ICitiala: d^y/ ' 
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FROM : 

.09/19/2036', 10:10, 



FFK ISO. : 

.4.0tJS937.096 


— IPQQlfe-.MarkatiTiy 

FAX’ 


Mar. 13 2007 0i:40P[1 P7 

DiUBBION I PWE .32 

U. S. Depatimeot of Justice ^ 

Drug Bnforceitieni Adminislratioa 

Afl.aijta Division 

75 Spring Strtet, SW 

Suite SOO 

Atlanta, OA SOLO'S 


Dear Six/ Madam: 


This letter conCrms that your ttrug Bofoicemetiil AdmmisTrailon. pEA) regiatradoft nuniber 

QQ4320PAY „... remains curreai and valid beyond i» eagaiiaaon date, pen dtT>g tbe 

prooesajDg of yoar renewal ^licaUoa. This notice u valid wntil ^ zoog 

This letter will sen'c as proof of youtregisotation status until your appEeatic© is processed- 

If you require fuither assistance, please call toD few (888-869-9935). A directory of DEA 
offices is available on tlia incemei at the Dhwsioa Contnrf Program site ax 
y«r*.deadi version, uadoi .eov. 


Ds.te:j^^jtfiiiUaftr 19, 2006 




158 


Mar. 13 2007 01 :48PM P8 
DIl£RSION ’ PAGE E32 

U- S- Departmeiit of Jnsfice 
Drug Enfbrcenjeoi Administratioai 
Atlanta Division 
75 Spring Street, SW 
Suite SOO 

Atlanta, GA 3Q303 

TOt Pools Marketing 

r Vbi 


07/20/2006 14: 27 ' ' '404Bg370gB 



Dear Sir/ Madamr 


This bttEf confom that your Drug Enforcement Adjiunistration (DBA) legiatralion number 

. 0ft41?nBfcV ' remflins eunenl and valid beyond its cxpimtiCTi date, il,e 

processing of your reaev/El application, Thia ticrticc is valid until oq. aopg , 

TliiB -will serve as proof of your regisliaiioc status miiil your application is processed. 

If you requiie further assistsace, please call tdl. free (888*B$9*9935). A diieotory of DEA 
offices la available oa the ktetaat at tiw Diversion Control ?regram. sitt at 
v,-w,dcfldiv eraioa.uadQf.gQv . 


Date: July gn^ . .200fi 
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WILLIAM M. CONNELLY* 
RCeiNALD S. JACKSON, JR* 
STEVEN R. SMITH 
STEVEN P. COLLIER* 
MICHAEL A. BONriQLIO 
JAN1NE T. AVILA 
ANTHONY C. TURLEY 


CONNELLY, JACKSON & COLLIER LLP 

ATTORNEYS AT LAW 
409 MADISON AVENUE. SUITE 1600 

TOLEDO. OHIO 43604 

Miei 943-2100 
FAX 14191 243-7119 
WWW.CJC-LAW.COM 

March 19, 2007 


JASON A. HILL 
TAMMT S. LAVALETTE 
TIMOTHY P. NACKOWICZ 
KATHERINE E. KINS 


'CERTIFIED av NATIONAL 



ViA FACSmiLENO. 404-893-7096 
AND ORDINARY MAIL 

Diversion Investigator Green 
U.S. Department of .lustice 
Drug Enforcement AdniLnistration 
Atlanta Division 
OfEce of Diversion Control 
75 Spring St, SW, Suite 800 
Atlanta, GA 303Q5 

Re; Poole Marketing -D.E.AKegistratioi) No. OG4320PAY 
Dear Diversion Investigator Green: 

Please be advised that our office has been retained to represent Poole Marketing with 
respect to the DEA’a processing of Poole Markelmg’s DEA registration-renewal request. Please 
direct all future comlnimication and correspondence concerning this matter to my attention. As 
you know, Poole Marketing is registered with, and authorized by, the DEA to distribute List I 
chemicals. Our client distributes generic combihation-epbedrine products to its customer base, 
which includes convenient-store type entities. 

Poole Marketing’s DEA registr^ion was set to expire on March 3 1, 2006. Poole 
Marketing timely submitted its 2006 registration renewal. Prior to that time the DEA renewed 
Poole Marketing’s registration annually, since inception in 1999. The DEA did not issue a 
decision denying or approving Poole Marketing’s registration-renewal request prior to the 
expiration of this deadline. Instead, the DE.A issued a series of letters confirming that Poole 
Marketing’s registration would remain valid until such time that the DEA issued a decision 
approving or denying Poole Marketing’s registr^io.n. Th^ letters purported to extend Poole 
Marketing’s registration by a period of 60 days. The most recent of these letters is set to expire 
March 31, 2007.' To date, the DEA has not issued a decision either approving or denying Poole . 
Marketing’s 2006 registration-renewal request. 


' Copies of these letters are attached hereto as Ex. 1 . 


EXHIBIT 
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CONNELLY, JACKSON & COLLIER LLP 

Diversion Investigator Green 
March 19, 2007 
Page 2 


It is my understanding that you spoke with Mr. Poole on March 13, 2007, and advised 
him that while the DEA had not yet reached a decision ^proving or denying Poole Marketing’s 
pending-registration renewal, the DEA would not he issuing any additional letters cortfirming 
that Poole Marketing would be entitled to continue operating under its existing registration until 
such time that a decision is reached approving or denying Poole Marketing’s registration 
renewal. This represents a significant variance from pa.st DEA policy and practice. You 
appaientiy indicated to Mr. Poole that tois decision was based upon Poole Marketing’s sales of 
generic combination-ephedrine products to its customer base, which the DEA has termed “non- 
traditional” or “gray market” entities. 

Poole Marketing operates its distribution and sales practices within the applicable law. 
While Poole Marketing distributes List I chemicals, it does so within the parameters of the 2005 
Combat Methamphetamine Epidemic Act Poole Marketing has also proactively sought to 
ensure ils ongoing compliance with the changes in Federal and State law. 

Moreover, based upon Mr. Poole’s conversations with you and other DEA Diversion 
Investigators, Mr. Poole was left with the distinct impression that DEA as an agency is 
attempMcg to abolish sales of generic List I combmatlon-ephedriDe products to the •‘gray market” 
by revoking the DEA registratioos of all similarly-situated distributors who distribute generic 
List I combinaiion-ephedrinc products to convenient stores and related entities.Tt is our 
understanding chat the DEA is taking a position that the sale ofLisi I generic combination- 
epheiJrlne products to “gray market entities” in anything other than minimal quantities 
automatic^ly subjects a regisfrant to registration revocation. Such a policy and enforcement 
practice amounts to a violation of the Administrative Procedures Act. 

The DEA has renewed Poole Marketing’s DEA registration annually since the time it 
became registered. Neither its customer base, nor its business practices have changed 
significantly during this time. The DEA’s poUcy and practice of abolishing the “gray market” 
and revoking List I registrants’ registration for sales of generic combination-ephedrine products 
to “gray market” customers, is as a practical matter a “rule” within the meaning of 5 U.S.C. § 
551(4). However, this “rule” by the DEA has not been subjected to the notice comment rule 
making requirements of 5 U.S.C. § 553(b). Thus, any agency enforcement practice in this regard 
constitutes a violation of the Administrative Procedures Act and Poole Marketing’s due process 
rights under the Fifth Amendment. 

Poole Marketing has a record of ongoing commitment to complying with its obligations 
under State and Federal law. It has a history of DEA regulatory' compliance as exhibited by 
DEA’s continued registration renewals. Wc believe that there is no direct evidence that Poole 
Marketing’s List I products are actively being diverted into illegitimate diversion. 
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CONNELLY. JACKSON & COLLIER LLP 

Diversion Investigator Green 
March 19, 2007 
Page 3 

Based upon the foregoing, we would request that the DBA confirm that Poole Marketing 
will be entitled to continue operating under its existing DBA registration until such time as a 
decision is issued with respect to its request for registration renewal. Given DEA’s impending 
March 31, 2007 deadline, I would appreedate you providing us with the DEA’s position with 
respect to this issue as soon as possible. As always, Poole Marketing will continue to cooperate 
with any ongoing DBA investigation. If you have any questions, please fee! free to contact me at 
the above number. 



JAH/clm 

cc: Mr. Buddy Poole 

Enclosure 


H:\Cases\P'\MISCELLA\poQlc-D.I.<}recn-jah-doc 
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nar. 13 2007 01:47PM P6 


EBalaJ!iaiJsfifcJsa_ 

. <78~8a5-53m 


V. S. Depurtmetit of Justice 

Drag Eaftroemeot AdtnimaritiMi 

At^ca^Divieioii 
75 SjTtiTja Sirwrt. SW 
Siiite 600 

Aliiinte, OA 30303 


Dear Sif/M&datn; 


This IfttBT ooDfiiTOj Ibu your.DniE BlforcenMlll Administratiog pEA) icgislratios mimbcr 

— 00432QPft j£ rtmauis ouiront aad valid beyond itj ejipifatiou date, pendtnff The 

proccsa..-.g of your renoMl appljcartoa TWa notice « v«M until rahrun ev 1 .38^ 

This letnaadH jatve « jwof ofyo^jnegfatnitioti itamt undl your applicatjon ia proeejsed, 

If you ret^irt ftfUier rBlistarce, plewe toll itee (m.S6?-9«5). A diiootoiy ofDEA 
e-vaLible on che tnittnat « tha Dix-crsioo Cviarol ProfiiB-*n site at 

amv deafj^vBTTtrtT^ ng4,^j .^v . 


I>ate:jaQXW?Sttr. 30, '2006 


EXHIBIT 1 
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FROM : FAX NO. : 

,09/19/2036'. 10; 10 ,’.4.B489jJ/.e96 



vmTv.rfet7.2r7v 


Mar. 13 2007 0i:4BPM P7 
BlUEfiSION ' "I POSE 32 

U. $. Department of Justiee 

•Dtug Enforcei-nent Administratiota 

Atlanta Division 

75 Spcmg Street, SW 

Suhe fiOO 

Adanta, OA 30303 


Deaj.Sliy M^dam: 


Tills letter confirms that your Enforcement Admiiiistrmien. (DEa) nsgistra^on mtftiber 

Q&4320PAY remains ourreat tod valid beyond hsorairatioo date, pending the 

processing of your renswEl jqjplk»ficm. This notice is valid ynril i . onoi; 


Thl? letter will s«m &a 'proofofyourTeg}st:^oa status mtO your fippUcarion is processed. 

If you require ftirthcr assistance, please toU ftee a diceatoiy of DEA 

officBs is available on tlie internet eiC DivMira C3ooirol Prosram site s 


" 19 , 2006 

Imliats: 
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FROM : 


07/20/200B 14:27 ' 404S'j...dSS 



'^'^.dccL.z^ 


FAX: 




Mar. 13 2007 01:48PM P8 
PAGE 02 


DlUERSION 

V. $. Departmeht of Jastjee 
Drug EnforcenifenT Administration 
A^otaDivi^on 
75. Spring Str&Bt, S W' 

SnitoSOO 
Atlanta, GA 30303 


Dcac Sir/ Msdani: 


This latter corifims that youj Drug Eaforeemsnl Adnuaistiatioii (DBA) regiatratioii number 


-Q04120PftY 


roiiaiiis and '/slid b^ond its cxpodtUn date, pending tije 

pcocesslngofvourrenBwaleppUcation, Tliij aodeeis ^ 300 S . 

lljia letter will serve as jiroof of your tsBisttaiioa sratiu imril yotir appUcaSon ii prmesjed. 

If you require ftrtther assjetaoce, piease call toll i« f8S8-S«9-9M£), A diiectory of DBA 
ofgoes is aveikble on tiie inietoet at the DiveisioB Control frogiam site at 
. Www.dsadiv a:aieiil_usaoi.eov . 


liojail, 2006 
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FROM : FAX NO. : 

E5/23/2006 10:a'6- 4'B«}8-.^/096 



FAX:_ 4t;? 


Mar. 13 2007 81 :49PM P9 
BILERSION ' ' , ' FftEi 02 

U. 5. Bepartment of Justice 
Drug Enfopoenieiit AdministratiDn 
•Adanta Diviaioo 
75 Spring Straat, S W 
Sllite 800 
AflMia,GA3()S03 


Dear Sir/ Madam; 


Hus letter confi^ thsrt ysur Drug Eoforceanent AdnuniaMtion (HEA) rc^stration numb=r 




_ remains cuacni sod valid beyond iis e 


proeessme of your renewal applirarifm Thin ootke is untfi 

This Utter Will serve as proof of yourtegUtrstbo status umil your nppHcatiou Is pjocssised. 


ff you ro^uiee further aaaiatance, please call toll free (888-869-9933). A directory of DEA 

office? jg available, oa the intemst at Ae Diversioii Control Program site at 

vfflHr.dcadivgrsicin.usdoi .gov. 
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Ds.'ta: 


crugenfdrcement'Adhin. 

MTItllEeiStBHIOB UlRCi,-- ■ ■i 
?S SPRING ST„S».R0DM»)I) 
ATUNTA.IiA 30303 
PH <a4S) S6j.JS35 
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CONNELLY, JACKSON & COLLIER LLP 

ATTORNEYS AT LAW 
40S MADISON AVENUE. SUITE leOO 

TOLEDO, OHIO 43604 


EXHIBIT 

3 


WILLIAM M. CONNELLY* 
REGINALD 5. JACKSON, JB* 
STEVEN R. SMITH 
STEVEN P, COLLIER' 
MICHAEL A. BONFISLIO 
JANIHE T. AVILA 
ANTHONY E. TURLET 


WWW.CJC'LAW.COH 


JASON A. HILL 
TAMMY 6. LAVALETTE 
TIMOTHY P. NACKOWIC2 
KATHERINE E. KINS 

•certified by NATIONAL BOARD 
OF TRIAL AOVOOACV AS A 
CIVIL TRIAL ADVOCATE 


April 10, 2007 


VIA FACSIMILE AND OVERNIGHT MAIL 

Diversion Investigators Green and Jones 

U.S. Department of Justice 

Drug Enforcement Administration 

Atlanta Division 

Office of Diversion Control 

75 Spring Street, SW 

Suite 800 

Atlanta, GA 30303 

Re; Poole Marketing 

DEA Registration No. 004320PAY 

Dear Diversion Investigator Green and Jones: 

I am writing in response to my March 19, 2007 letter to Diversion Investigator Green, as 
well the various voice messages to him that have gone unretumed. I have contacted Diversion 
Invesrigator Green on multiple occasions on behalf of my client Poole Marketing over the past 
three weeks, to which he has provided no response. I am told that Diversion Investigator Green 
is the investigator handling my client Poole Marketing’s registration matters. 

Today, my client Poole Marketing was informed by CB Distributors that according to 
Diversion Investigator Jones, CB Distributors was not permitted to ship List I combination- 
ephedrine products to my client Poole Maiketii^ because its registration had allegedly ‘‘expired” 
or been “revoked.” CB Distributors reported to Poole Marketing that any distributions to Poole 
Marketing would have to be approved by Diversion In'vestigator Green. 

Demand is hereby made that the DEA cease its wrongful interference with Poole 
Marketing’s right to continue to lawfully distribute List I combination-ephedrine products as a 
DEA registrant. My client timely submitted its DEA renewal application in 2006; DEA still has 
not issued a decision approving or revoking its DEA registration. There has been no show cause 
order issued revoking its right to distribute List I combination-ephedrine products. Diversion 
Investigator Green has instructed my cliesnt verbally on multiple occasions that Poole Marketing 
is not to continue distributing list I products beyond March 3 1 , 2007. However, DEA has 
refused to provide any written confirmation indicating the grounds or basis for its position. 

Thus, I underscore the fact that while my client has inquired in good faith with Diversion 
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CONNELLY, JACKSON & COLLIER LLP 

Diversion Investigators Green and Jones 
April 10, 2007 
Page 2 

Investigator Green, he and DEA have refused or otherwise failed to provide written explanation 
or confirmation of DEA’s position with respect to Poole Marketing’s continued registration. 

That being the case, I was instructed to contact DEA Chief Counsel Lyndon Barber to 
discuss this matter. During the course of our discussions, we discussed the recent case of In Re 
Wild West Wholesale, Federal Register Volume 72, Number 18, Page 404-405, which expressly 
recognized ^tpmsunnt to 21 CFR 1309.31 (b), as long as a registrant submits a renewal 
application in advance of its registration expiration, that DEA registration remains valid and in 
full effect until a final revocation order is issued by the DEA deputy administrator. I have 
attached a copy of this decision for your review. Thus, there having been no final order of 
revocation issued in this matter, Poole Marketing ’s registration renewal was timely and it retains 
a valid and existing DEA registration until such time fiiat a final order revoking that registration 
is issued by the deputy administrator. 

Therefore, DEA’s continued instruction to CB Distributors not to sell List I product to 
Poole Marketing is groundless, outside the scope of DEA’s authority, and continues to deprive 
Poole Marketing of its due process. As a result, we are demanding DEA provide written 
coniinnation to both myself and CB Distributors that Poole Marketing retains a valid and 
existing DEA registration. 

Upon DEA’s feilure to do so within 48 hours, I will instruct my client to take all 
necessary action including, but not limited to, filing suit in federal court to enjoin DEA’s 
wrongful activities, and for monetary damages and attorneys fees incurred as a result of DEA’s 
wrongfiil actions. If DEA is insistent upon failing to comply with Poole Marketing’s request, 1 
would ask that you please provide a copy of this letter to the civil division of your local United 
States Attorneys branch so that I may discuss this matter further with them, and if need be, have 
a contact in the office to provide and serve courtesy copies of any injunctive relief papers that 
need be filed. 


Thank you for your anticipated prompt atteirdon to this matter. I look forward to hearing 
from you. 


JAH/jks 
Enclosure 
cc: Mr. Lydon Barber 

Mr. Buddy Poole 

Mr. Jeff Pifer, CB Distributors, Inc. 



H:\Cases\Poole Marfcelbg\Conespo\DIQreen-02-jah.doc 
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Registrant Actions 2007 - Wild West Wholesale Revocation of Registration 


Page 3 of 6 


worth of 43-ccunt bottles and S2837.S3iivo(tii of aix-count packets between Jaruary 31, 200S. 
and June 9, 2005. The two invoices far July 2005 showed that Respondent had purchased 
S1712.56 worth of 48-count blister pack boxes. Reletedly, at the time of the inspect'on. 
Respondent had on hand 543 bottles {46-counf), which were to be relumed following the 
charge in Colorado law. 


Based on the retail price Information provided to the DIs, Respondent distributed combination 
ephedrine products with a retail sales value of 540,91 6.76, \2t over the approximately six-mondi 
period or $681 9.46 per month. On a par store basis, the estimated average monthly retail sale 
of the products was $151.54. 


QtThis figtaewas cWcubled Msedon Sw invoice arrounls'minLs tie [nvsnhsry that was bafng 
reuirred. 


In numerous cases, OEA has establishad through expert testimony the monthly expected sales 
of combination eph^rine products by non- traditional retailers such as convenience stores and 
gas stations to meet legitimate demand, i a., the purchasa of the products for their medically 
approved use asa bronchoddator to treat asihma. See. e.g., T. Young Associates, Irw., 71 FR 
60567, 60567 n.2 & 60566 (2006); Tri- County Bait Distributors, 71 FR S2160, 52161-62 
(2006); D & S Sales. 71 FR 37607. 3760S-0S (2006). In these cases, DEA has proved by 
substantial evidence that ^ monthly expected retail sales range for combination ephedrine 
products By non-traditronal retaders is between SO and S2S. with an average of $12.56. See I. 
Young, 71 FR at 60568; Tri-Counly Bait, 71 TO at 52162; D 5 S, 71 FR at 37509. DEA has 
also established that a monthly retail sale of $60 of ephedrine products "would occur about 
once in e milion times in random sarrplfog.'' T. Young, 71 FR al 60566 (ini. quotations and 
citations omitted). 


Respondent's owner also provided the Ols wllh a customer list. Using the customer Bst, a Dl 
vaited twanty*one of the stores and interviewed their managers regarding whether they sold 
list i praduas and, if so, the volume sold. Al fifteen of the stores, the manegers estimated that 
they ware aeing $60 ermorepermonfoofcomBinalion ephedrine products, indeed, at ten of 
the stores, the rrtanagers estimated that they were selling $100 or more per month of the 
products, and at eight of the stores, foe managers estimated that they were salting $300 or 
more per month. 

Discussion 


As an initial mater, the scope of this proceeding must be determined. According to the 
investigative file. Respondent's negistrafiwi expired or May 31 , 2005. On April 28, 2005, 
however, Respondent's owner subm^d a renewal application. DEA received the applicallofi 
on May 5, 2005. and charged the application fee to Its owner's credit card. 

Under the Administrative Procedure Act (^A>, "[wlhen [a] licensee has made timely and 
suffident application for a renewal or a new Bcense In accordance with agency rules, a license 
with refonence to an activtty of a continuing nature does not expire until the application has 
been finally determined by the agen^.’ 5 U.S.C. SS8(c). D^'s regulation which addresses 
lenewal applicatioRs merely 

[[Page 4044]] 

states that “[ajny person who is registered may apply to bs reregistered not more than 60 days 
before the expiration date of [her] registration.'' 21 CFR 1309.31(b). This regulation does not 
specify a date by which DEA must received a renewal application in order for an existing 
registration to be continued in accordance with the APA. 

Another DEA regulation adi^ese^ the ^ewsl of an existing registration when Show Cause 
Proceedings are pending. See 21 CFR 1309.45 ("Extension of registration pending final 
order"). This regulation provides that: 

[i]n the event that an applicant for reregiatratian (who is doing business under a registration 
previously granted and not revoked or suspend^ has applied for reregistration el least 45 
days before the date cm which the existing registration is due to expire, and the Administrator 
has issued no order on the application on the date on which the existing registration is due to 
expire, the existing registration of the api^icant shall automatically be extended and continue in 
effect until the date on which the Administratcr issues his order. The Administrator may extend 


http://wv7W.deadiversion.usdoj.gOv/fed_regs/actioiis/2007/lr01294.htm 


4/10/2007 
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any other existing re^airaiion underlie circumslarcea contemplaled in this section even 
though the regisirantfaiied lo apply for raegistTation at least 45 days before expiration of the 
extstirg registration, with or widiMt request by the registrant, If the Administrator finds that 
such extension is not inconsistent with the public health and safety. 

Id. 


As demonstrated by its text, this regulation dearly contemplates that a Show Cause 
proceeding must be ongoing ii orderio trigger the requirement that a registrant submit a 
renewal al least 45 days in advatvoe of the registration's expiration date in order to continue the 
registralion. Here, however. Respondents rerrewal was SL^milted four months before the 
Shew Cause Order was issued and Itus this regulation is not applicable. Instead, the 
timeliness of Respondent’s renewal a^^atlon is governed by 1309.31, which Imposes no 
deadline by wMch the application must be filed. Therefore, I condude that Respondent 
submitted a timely renewal appication, and that under the APA, her registration has remained 
in ettect pending the final order in this proceeding. 

The Public Interest Analysis 

Section 304(a) of the Controlled Substances Act provides that a registration to distifiiute a list I 
chemical "rmy be suspended or revoked * * ' upon a findirrg that the registrant * * ' has 
committed such acB as etould render his r^istration under section 823 of this title inconsistent 
with the public interest as detennined under such section.'' 21 U.S.C. 824^a](4). In making this 
determinatjon. Congress directed that I conslcter the following factors: 

(1) Mainterranca by the applicant of affective conlrals against divarsion of lialed 
chemicais into other than leglimate channels: 

(2) compfianca by the applicant wIS) applicable Federal, State, and local law; 

(3) any ortoreonvidion record of dia appliear^t under Federal or State laws 
relating to controlled substances or to chemicals controlled under Federal or 
State law; 


(4) any past ttcperience of die applicant in the manufacture and distrlbufien of 
chemiceis; and 


(5) such other lectors as are relevant to and consistent wilh the public health 
and safety. 

Id. section 829(hy. 

'These factors are considered in thedbjunefive." Joy’s Ideas, 70 FR 33196, 33197 (2005). 1 
may rely on any one or a combination of factors, and may give each factor the weight I deem 
appropriate in determining wh^her a registration should be revoked or an application for a 
modification of 3 registration should be dented. See. e.g., David M. Starr, 71 FR 393S7, 3936B 
(2006): Energy Outlet, 64 FR 14269(1999). Moreover, I am "not required to make findings as 
to all of the factors.’’ Horde v. DEA, 419 F.3d 477, 462 {6th Cir. 2005); Morall v. DEA, 412 F.3d 
165. 173-74 (D.C. Cir. 2005). In this case, I conclude that Factors Four and Five establish lhat 
Respondent's continued registration would be "incons'etentwith the public Interest," 21 U.S.C. 
823(h). and that Respondent’s registration should be revoked and its pending application for 
renewal should be d^ied. 


Factors Four and Phre—The Registrant's Past Experience in the Distribution of 
Chemicals and Other Factors Relevant to and Consistent With Public Health and Safety 

As found above, the IRIdt manufacture and abuse of methamphetamine have had pernicious 
effects on famifies and consnunlties throughout the nation. Cutting off the supply source of 
methamphetamine traffickers is of critical importance in protecting the public from the 
devastation wreaked by this drug. 

While combinetion ephedrine products have a legitimate medical use as e bronchodilatorto 
treat asLhma, DEA orders have estabTished that convenience stores and gas stations constitute 
the non-tradiilonal retail markettbr legifimate consumers of products containing ephedrine. 

See, e.g., Tn-Coun^ Baft Disbibutois. 71 FR at 52161 ; D S S Sales, 71 FR at 37609; Branex, 
Inc,, 69 FR B662, 6690-82 (2004). PEA has further found that there is a substantial risk of 
diversion of list I chemicals into the illicit manufacture of methamphetamine when these 
products are sold by noi>-tradftioml reWlara. See, e.g., Joy's Ideas, 7G FR at 33199 (finding 
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that the liskofctiverEionwaB'real, sutetantial and compelling"); Jay Enterprises^ 70 FR 24620, 
24821 (2005) (noting "heightened risk of diversion" should appllcaticn be granted) 

DEA orders thus eatabRshthatlhesaie of certain list I cheriKal products by non4raditional 
retails is an area of particular concern in preventing diversion of these products into the illicit 
manufacture of methemphetamirie. See, e.g., Joey Enteipriaes, 70 FR 76366, 76867 (2005). 
As Joey Enterprises explains, ‘[wp^ile there are no specific prohibitions under the Controlled 
Substances Act regarding the sale of isted dieinical products to [gas stations and 
convenience stores], DEA has nevertheless fijund that [these envies] constitute sources for 
the diversisn oflisted chemical products." Id. See also TNT Distributors, 70 FR 12729, 12730 
(2005) (special agent tesOfied that "SO to 90 percent of ephedrine and pseudo^hedrlne being 
used pn Tennessee) to manufactuns m^amphetamine was being obtained from convenience 
stares'): OTC Distribi^n Co.. 68 FR 70533, 70541 (2003) (noting "over 20 different seizures 
of [gray market cnetributoi"s]pseudoephednne product at clandestine sites," and that in eight 
month period distributor's product "was seized at clandestine laboratories in eight states, with 
over 2 million dosage units seized in Oklahoma alone."); MDI Pharmaceuticals, 68 FR 4233, 
4236 (2003) (finding that "pseudoephedrine products distributed by [gray market distributor] 
have been uncovered at numerous clandestme methamphetamine settings throughout the 
United States and/or discovered In the possession of Individuals apparently involved in the illicit 
manufacture of methamphetamine"). 

Here, nearly all erf Respondent's customers are convenience stores and gas stations, which 
are non-traditional retaiers of list I chemical products. Most significanlly, the investigative file 
establishes that the combination ephedritre products distributed by Respondent were not being 
sold to meet legitimate consumer demand but rather were being diverted to supply the Illicit 
manufacturersof methamphetamine. As found above, the average monthly retail sales value of 
the combination ephedrine products disbttiuted by Respondent was S151 .54 per store. This 

[fPage 404^] 

figure grossly exceeds the monthly expected sales range of$0 to $25 (with an average of 
S12.56) by convenience stores to meet legitimate demand for these products as an asthma 
treatment. See T. Young. 71 FR at 60568; D & S Sales, 7 1 FR at 3760B 


Indeed, a monthly retail safe of 360 of ephedrine products at a convenience store should 
"occur about once fn a million times bi random sampling." T. Young. 71 PR at 60566. The 
3151.54 average retail sale value of Respondent’s products is 2.5 times this amourA. 

Moreover, this figure Is an average for all forty-five stores serviced by Respondent ever a 
seven-month period. It isihus even more improbable than a one in a miliion probability that 
Respondent's products were being punches^ to meet legKin^te demand. 

1 therefore conclude that a substantial portion of Respondent’s products were diverted into the 
llficltmanufactureofm^iamphetamine. SeeT Young, 71 FR at 60572; D & S Sales, 71 FRat 
37611 (findii>g diversion occurred ‘[gir'ven dte near impossibility that *** sales were the result 
of legitimate demand"); Jo/s Ideas. 70 FRat 331 98 (finding diversion occurred in the absents 
af "a plausible expbnation in the record fta^thls deviation from the expected norm'').\3\ 
Moreover, "the dhrer^n of Ibl I chemicals into the OlBit manufacture of methamphetamine 
poses the same threat to public heelfo and safety whether a registrant selsl the products 
knowing they will be dtverled, sels them with a reckless disregard for the diversion, or sells 
them being lotaliy unaware that the products were being diverted." T. Young, 71 FRat 60572 
(citing D & S Sales, 71 FRat 37610-12. 6 Joy's Ideas, 70 FR at 33198). In short, the statutory 
text does rrot require that the Government [xove that e registrant acted with any particular 
mens raa to sustain a pubic arteraetravocahon.T. Young. 71 FR at 60572. Accordingly, 
adverse findings are warranted under these foctors even IF Respondent’s owner was unaware 
that rts products were being diverted. 


This ISidkig IsaleD supported by (he aietomer verlflcatlDns. At raarly half ot the twenty-one 
stores visitod. the maneaefs loM the OlsUiey were selling quaitities of cemOinallon ephedrine 
iroductsihet would sell forSlOO or mors per month; et eight of the stores, the mertagers 
esHmated that toey were selir^qifWriitieso(S300armore per month. 


Here, while Respondent (and is oamer lacks a criminal record) and the file does not establish 
that Respondent has faii^ to oomF^y wWi applicable laws or lacks effective controls. U\ I 
nonetheless ccxiclude thrt Factors Four and Five compel the conclusion that Respondent’s 
continued registration would be inconsistent with tha public interest. 
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WVTM Government bears the burdened proof on each factor even when a reglstram waives Ks 
rigM to a heating. In Ins case, the inestigalive IBeaontans no evidence to support a finding 
that Respondent does not maintain atfectlva controls because rt was aware cf dKrersloit 
oesurrlttg at the retail level and ftKed to act. 


Order 


Accordingly, pursuant to the authority veslsd in me by 21 U.S.C. ft23(h] & section 624(a), as 
well as 26 CFR 0.1CIO(b)& 0.104, f enter that DEA Certificate of Refiistralion, 00S516WWY, 
issued to Wild West Wholesale be, and it hereby is, revoked. I further order thal Wld West 
Wholesale's pending ^iplicalions far mafification and/or renewal of its registration be, and 
hey hereby are, denied. This enter is effective February 29, 2007. 


Dated; January 20, 2007. 


Michele M. Leonhart, 
Depjt/ Admlnlstraw. 


(FR Doc. E7-1316 Filed 1-26-07; fir45 am] 


BILLING CODE 4410-09-P 

NOTICE; This Is an unotflelal version. An official version of these 
publications may be obtained directly from the Government 
Printing Office (GPO). 
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Fax Transmission 

CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1600 
Toledo, Ohio 43604 
Telephone: (419) 243-2100 
FAX: (419) 243-71 19 

To: Diversion Investigators Date: 

Green and Jones 
U.S. Department of Justice 
Drug Enforcement Admimstration 

Fax#: 404-893-7096 Pages: 

From: Jason A. Hill, Esquire 

Subject: Poole Marketing 

MESSAGE: 


April 10, 2007 


I . including this cover sheet. 


IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL 

* * * CONFIDENTIALITY NOTICE * * * 

The iniormation contained in this facsimile message is intended only for the personal and confidential use of the 
designated recipients named above. The message may be an attomey-client communicatioii and, as such, is 
privileged and confidential. If the reader of this message is not the intended recipient or an agent responsible for 
delivering it to the intended recipient, you are hereby notified that you have received this document in error, and that 
any review, dissemination, distribution or copying of this message is strictly prohibited. If you have received this 
eamTnimieacjon in error, please notify us immediately 1^ telephone and return the original mess^e to us by mail at 
our expense. Thank you for your assistance. 
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Fax Transmission 

CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1 600 
Toledo, Ohio 43604 
Telephone: (419) 243-2100 
FAX: (419) 243-71 19 

To: Diversion Investigators Date: 

Green and Jones 
U.S. Department of Justice 
Drug Enforcement Administration 

Fax#: 404-S93-7096 Pages 

From: Jason A. Hill, Esquire 

Subject: Poole Marketing 


April 10, 2007 


including this cover sheet. 


MESSAGE: 


IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR; JILL 
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CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1 600 
Toledo, Ohio 43604 
Telephone: (419) 243-2100 
FAX: (419)243-7119 


To: 

Mr. JeffPifer 

CB Distributors, Inc. 

Date: 

April 10, 2007 

Fax#: 

608-368-9919 

Pages: 

^ ' including this cover sheet. 

From: 

Jason A. Hill, Esquire 



Subject: 

Poole Marketing 




MESSAGE: 


IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR; JILL 

* * * CONFIDENTIALITY NOTICE * * * 

The infonnation contained in this facsimile message is intended only for ihe personal and confidential use of the 
designated recipients named above. The message maybe an attorney-client communication ond, as such, is 
privileged and confidential. If the reader of this message is not the intended recipient or an agent responsible for 
delivering it to the intended recipient, you are hereby ootified that you have received this document in error, and that 
any review, dissemination, distribution or copying ofthis message is strictly prohibited. If you have received this 
communication in error, please notify us immediately by telephone and return the original message to us by mail at 
OUT expense. Thank you for your assistance. 
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CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1600 
Toledo, Ohio 43604 
Telephone: (419)243-2100 
FAX: (419)243-7119 


To: 

Mr. Jeff Pifer 

CB DislributoTS, Inc. 

Date: 

April 10, 2007 

Fax #: 

608-368-9919 

Pages: 

^ . including this cover sheet. 

From: 

Jason A. Hill, Esquire 



Subject: 

Poole Marketing 



MESSAGE: 




IF YOU DO NOT RECEIVE ALL FACES, PLEASE CALL OS BACK AS SOON AS 
POSSIBLE AT (41 9) 243-2100. ASK FOR OPERATOR: JILL 


CONFIDENTIALITY NOTICE * * * 
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CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1600 
Toledo, Ohio 43604 
Telephone: (419) 243-2100 
FAX: (419)243-7119 


To: 

Mr. Lyndon Barber 

Date: 

April 10, 2007 

Fax #: 

202-307-4946 

Pages: 

9, including this cover sheet. 

From: 

Jason A. Hill, Esquire 



Subject: 

Poole Marketing 



MESSAGE: 




IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL 

* * * CONFIDENTIALITY NOTICE * * * 

The ioformation contained in this facsimile message is intended only for the personal and conSdcntial use of the 
designated recipients named above. The message may be an attorney-client communication and, as such, is 
privileged and confidentiaL If the reader ofthis message is not the intended recipient or an agent responsible for 
delivering it to the intended recipient, you are hereby notified that you have received this document in error, and that 
any review, dissemination, distribution or copying ofthis message is strictly prohibited. If you have received this 
communication in error, please notify us immediately by telephone and return the original message to us by mail at 
our expense. Thank you for your assistance. 
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CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1600 
Toledo, Ohio 43604 
Telephone: (419) 243-2100 
FAX: (419) 243-7119 


To; 

Mr. Lyndon Barber 

Date: 

April 10, 2007 

Fax #: 

202-307^946 

Pages: 

9, including this cover sheet. 

From: 

Jason A. Hill, Esquire 



Subject: 

Poole Marketing 



MESSAGE; 




IF YOO DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL 


* * CONFIDENTIALITY NOTICE * * * 
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Fax Transmission 

CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1600 
Toledo, Ohio 43604 
Telephone: (419) 243-2100 
FAX: (419) 243-7119 


To: 

Mr. Buddy Poole 

Poole Marketing 

Date: 

April 10. 2007 

Fax#: 

478-825-5381 

Pag(s: 

^ , including this cover sheet. 

From: 

Jason A. Hill, Esquire 



Subject: 

Poole Marketing 




DEA Re^stration No: 004320PAY 
MESSAGE: 

Following is a copy of the letter tiiat has been sent to Diversion Investigators Green and 

Jones. 


Thank you. 


IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL 

* * * CONFIDENTIALITY NOTICE * * * 

The iaformation contained in this facsimile message is intended only tor the personal and conildential use of the 
designated recipients named above. The message may be an attorney-client communication and, as such, is 
privileged and confidential. If the reader of this message b not the intended recipient or an agent responsible for 
delivering it to the intended recipient, you are hereby notified that you have received this (h>cunient in error, and that 
any review, dissemination, distribution or copying of this messa^ is strictly prtAibited. If you have received this 
communication in error, please notify us immediately by telephone and return the original message to us by mail at 
our expense. Thank you for your assistance. 
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CONNELLY, JACKSON & COLLIER LLP 
405 Madison Avenue, Suite 1 600 
Toledo, Ohio 43604 
Telephone: (419)243-2100 
FAX: (419) 243-71 19 


To: 

Mr. Buddy Poole 

Poole Marketing 

Date; 

April 10. 2007 

Fax#: 

478-825*5381 

Pages: 

H , including this cover sheet. 

From; 

Jason A. Hill, Esquire 



Subject: 

Pooie Marketing 

D£A Registration No; 004320PAY 




MESSAGE: 

Following Is a copy of the letter that has been sent to Diversion Investigators Green and 

Jones. 


Thank you. 


IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US BACK AS SOON AS 
POSSIBLE AT (419) 243-2100. ASK FOR OPERATOR: JILL 



184 


T rain 

RELIEF 

NETWORK 


'Standing up for patients in pain, 
and the physicians who treat them' 


Karen Tandy 
Administrator 

Drug Enforcement Administration 

Mail Stop AXS 

2401 Jefferson Davis Highway 

Alexandria. VA 22301 Nosember 26, 2004 


Dear Ms Tandy. 

As US V Hurwiu draws to a close. I call upon you to rethink your approach to this 
important matter and to weigh the implications for the American people, should your 
agency secure a conviction 

Our system for regulating medical practice was set up so that medical conduct would be 
evaluated by physicians, in the context of state medical boards Instead, the Controlled 
Substances Act (CSA), combined with your agency's interpretation of this legislation has 
produced a dilTerent result What began as an effort to address those rare instances where 
a physician departed the practice of medicine and instead dealt drugs, has evolved into a 
travesty of justice Over the years, case law has moved the issue argued in court so far 
from what was originally intended, that a physician's allegedly negligent errors in 
medical judgment have become admissible as circumstantial evidence of criminal intent 
As a practical matter, the practice of pain management is currently regulated by US 
attorneys, under the threat of federal criminal prosecution, a troubling outcome that 
lawmakers who enacted the CSA could not have foreseen 

Evidence presented by the government has revealed beyond a shadow of a doubt that Dr 
Hurwitz was set upon, and victimized by a gang of criminal predators whom he treated in 
good faith for their well-documented complaints of chronic pain What the government 
has not produced is even a shred of direct evidence that Dr Hurwitz intended to deal 
drugs 

In essence, the government's charges, as they now stand, accuse Dr Hurwitz of doing a 
poor job of policing his practice against the criminal diversion of drugs Effectively, the 
charges state that he was a bad law enforcement officer who failed to detect the criminal 
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acti vit>‘ of a ring of career criminals acting entirety wiihoui his knowledge or consent 
How this set of facts could ev er be construed as criminal conduct on his port sheds light 
on the fundamental unfairness of the proceedings against him. particularly in view of the 
fact that your agency was aware of the criminal activities of a sub segment of his patient 
population, and could have pul a stop to it at any time 


Nevertheless. Dr Hurwit/ is now forced to prove his innocence concerning complex and 
socially controversial medical judgments, before a lay jury, a jury which has been privy 
to the most prejudicial kinds of evidence imaginable Whether a jury of lay people can 
process all of this inappropriate testimony and still keep their minds open to the legal 
question at hand remains to be seen The situation represents a dilemma for all concerned 


Primary care physicians play an essential role in the management of chronic pain As you 
are aware there are not nearly enough experts to deal even with the challenging patients 
for whom specialist referral is appropriate As a result of your agency's recent 
enforcement efforts, prescribing by primary care physicians is already substantially 
impeded In many parts of the country, pain care is unobtainable How arc the primary 
care physicians, practicing on the front lines of medical care to approach this 
humanitarian, and public health disaster'’ 

My concern is this Should you achieve a conviction against Dr Hurwitz. a distinguished 
physician whom the medical community holds in high regard, you will have established 
beyond a shadow of a doubt, your agency's power to characterize as criminal, a 
physician’s well-intended, and compassionate care of suffering patients, and you will 
have done so entirely on the basis of evidence that should only have been brought before 
a stale medical board, if there Should your agency succeed in burning Dr Hurwitz at the 
stake. I am gravely concerned that the entire field of pain management will shut down 
forthwith Certainly no primary care physician in his right mind will be willing to risk the 
chance that your agents might arrest some of his patients, and then proceed to influence 
them to testify against him in federal court 

Ms Tandy, the entire pain community has recently become aware of the methods through 
which your agency secures the convicbons of well-inientioned primary care physicians 
These include the beggaring of providers, the pollubng of jury pools through prejudicial 
media stories characterizing well-intentioned physicians as "crack dealers in white 
coals", and most alarmingly, the purchasing of corrupt and misleading expert testimony, 
offered by anti-opioid zealots, who lurk at the fringes of the discipline of pain 
management 

If under these circumstances you succeed in convicung this compassionate and skilled 
physician, you will have succeeded only in condemning our nation's most vulnerable 
populabon, those who suffer from sevete chronic pain, to vastly shortened lives, without 
care, and without hope If Dr Hurwitz is acquitted, the result will be only slightly belter, 
as the medical profession will sbll remain in a stale of panic Neither outcome is even 
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close to acceptable, and surely not what you. or anyone else wishes 


The time has come to end this madness We at Pain Relief Network implore you to 
pursue the only sensible and humane course of action Withdraw the charges against Dr 
Hurwita. and join with us in our call for a Commission on Pain, which will look for 
solutions to the terrible problem of under treated chronic pain in the United States It is 
our fervent hope that in evaluating this request, that you will place a priority on the needs 
of suffering Americans 

Sincerely, 


Siobhan Reynolds 
President 

Pain Relief Netw ork 

PO Box 231054 
New York. NY 10023 
(2l2)873-.5848 
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McGuin SBellie C&nic nedBicfcibun 
mi Bnal Rock Blvl 
RidinKifid VIrgnIa 23249 


Dear Mr. PHai^i, 

I un • relirad U.S. Mvlne .Mi oooilMI mailing ia Kr>icc conacaed dkaMliy aad daenk |Min. I have been 

ondBcaBaww medical can (mn Ite VBBan'i Admiaiairalke (VA) ikac* Ike Some 011997. 1 iMtally tufloed an 
U.LSdiicIiereiaioaiaabelic«(>naixideiiliiil977.Theae Iqjia^ were caacertMed In aoodiec bdloapaB acodeollB 
198k. IXnini die Otiif War I flew 34 eotnkat bou and toned om 3300 Mat hoaci in my nulinay canct. bi 2003. My 
PnnaryCace.Di. AbdulUk.ra<cciedaaelodieMcOure panicl>iik.MypamlMdkeooaKuiiiHBateat>leoa ihai 
caedkalion regimen, winch lemaaned nnclungeil aa my condilioa woracned. My qnaliiy of lifc had bccoane (ksnat. aU 
taida the wanMal eyea of lay V A. primary care dinaciana At dw McOuIn Pam Clniic ate a dnrough evalualion ami 
eaanwiarion by Dr. Deabc Lchb. Ihe lter|iaeocy of my long.actlng pain medacarioo du wna inervaaed beta dircc liaies 
a day ID km dmea a day. I had an much relief, h wna aaaoaiaMng. I wna baddi^ evay day. dacaung. p9lr« u die mail 
box h€~ rimpde daily adivldea I had long bemi imahle m do regularly or mih caaBdence. I loat meacy-divt lha hr aix 
momha. I ana. 10 ihaa day, rnrach hete. 

In fhfacuary 2006 1 wax returned 10 my pnanary care phyaadan widi a kfiB Italian I wna rxmaiikied ilabic on die adyuaaed 

medicaeiao reginica. and dial ao further amnncni wna required leu die pam dWc. That almdd have been die end of Ihe 
noty. And if Ihe doty ended here kwonldbejuaiaoodia example of a chnmie pain petiem ardlBing needleaaly fda 
yuan for lack of a cimple (kite adpiaameac. one of the moat beak and obaaoua amdkal htevoukna concelvilile. 

I did not reeeiac my 30 day aupply hr Pehnaary 2006 Ihroragb die RedBickibmg aWc for 33 dayx. When I ordered my 
ptmnaedicaiaanioMarch2006.lwntioklllwiatprecetaed Uawnoa! My preacrlpaiunt wm n^y ignored aad u 
filed. Aatmnlaig clerical enor. I caned die ckadc and re-auhanintd Ihe preaerquiom tee March 2006. On atwua Match 

ITih, I waa concacied by a nurae idenailkd aa Lmda to enme into die dime 'to have Mood drawn.* I wna happy lo 
ImmodiaielyfDtodie clhak and mid Ike maaca on arrival that I wcknmed Mood nnta bocanae I had been feeing III 
laKly and dial I dmughl 1 magta have a fever. When aakad what I daoughi k might he. I reipoiafed I wax concemed I mlghl 
have an acute infexeion date lab aeaii might dcaoci. My aaedkal coraptema and aialcd conectna were cooqilelely l«i^ by 

Ihe medical itaflL I waa mid that die Mood icati wore only ID dctecBDiiK *lf there waa anything in yu xyiaem dial la M 

pcrmailed* 


k waa tunba demanded ihal I tign a 'naicutln agreemete* or my medkaiiom would he reduced or tapped 1 wai 

mfornaed that that 'tmeemen' would rnclirde raeifhl-tott largda In addition » a pledge 'u m me any mte dnigt * I 

proieiaed. t reminded die matae lhai I had tlwayt done my beat m comply with medical t reumendatioim. dial I had been 
in Ihe firtt xmoking ceuariott greaip offered by the clinic tod wna cutremly kt only CDinmrioualy mrokc-kce mcmbB. I 
aho inkiniied hm that 1 had already loil23lbaoomyown,partia]tyarcaulcofiheincrnaaedexerciaeiokranccllnd 
achieved lubaequem m die dote tdyusanent aad Kabiittalioa accompUahed by Dr. LeatB at die hIcGmre pain dink, 
whulh. Abdiallahhadonfered mem tMdue m my very high pain levei. I agreed miign a leaiBmuu 'oahadn^* 
becauae I had nevB taken medicatmo olha than exaedy at preacrihed. bid I felt die weight atipiilatiam were I) 
dnainiang. 2) unfair in failmg m acknowtedge my lack of toy subatance ahu hiamty amf my pnveai ki loaliM weight 

on my own, and 3) dBngeaooiia U not kypocrilical in that it waa thu eliak't uedB-Beattnu of nay pain that moat likely 

exacBbeled my naei^t problem in dW fnat piact. Ia leaponae m dda dM luine again iatfornied me, in no uaceruln terim. 

diallnoiildtignihe'tpeemeni* preaialedcrclaemypninniedicaeki€nwenldheieduGed.psmd 

By diii lime I wm feel mg vmy etnbanatacd became Ihe entire eacaama iMd orxaamd ha the pretence of tcvcnl odia 

paiienli who were watd^ aad htnring rveiyitiiiig. and I recuned home tedkig ihnky and lick m twik the Mood teat 
retails that would died no light on my cmreai iBoeta. My medical complaiali kid been eeidme tckimwfed^ ot 

adrheaaed. ary coafidealiaJliy rlgMs andB HIFPA tramplod. and my eapectatmo of coenmoo docesy aad pcolcaainatl 
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medkd bdMvioc dnhed 

Sevml d«y« Uttr I wm oiled btCk » dw diak lo ticn dw 'acrceiocfiL* Wkea PfianiMast Stanley put the afreeneiil in 
fronc of me. I befan id ligp lay name. Sbe said. *Yo« have to read it* 1 asked, *Wby? Didol yoe say if I dc«1 sign it you 
would reduce the medtcatkwu 1 needT She acknowtodftd thil was we. I said, nba I have ao cbo^!* I ugned die 
agreemeat 

I asked why they were using tnedicalions id ihrcaiea mef She said the clinic had (alkd scene soft of adsuaHsrscive 
'MYCfy laapection and mM lo cake k persoually. I objected that medkal decisioaB oM in my best bMefesc were being made 
wnhout my advice and concent, by a pbysicim Td never net ant who was dm my doctor (they nid a Dr. Geotge* was tw 
physkiaa responsible (or my case). Ms. Stanley rcnarked in an oflhand mamer dial my breakthrough itieiBcsikwts were 
being, summarily, reduced by half efbcctve snaedtately. 

I protes te d again, again rcsnMtng dib Ms. Stanley that V A pain cpedalist Dr. Lester, in oooMliatioa wiib my VA prisnaiy 
care pfrystcita. Dr. Abdultah. had cetsbliihrd my canen t modifarion regimen md asked on what amdical authority my 
medtcauoM were beihg altered I received oo answer to dite qpa rsikm I staled that U was unbir and medically anethacal to 
pufibh me Jail because the dtak had refolaiory p fob tem i that had nodiiag to do widi asy behavior or the particulan of my 
casOv My proteat fell oa deaf cars. StiU. 1 rcsnioded dus fkederidcsborg Satellite diaician, to no avail, that my medkatkmi 
hid beeo fseecnbed for me by Dr. Abdullah at diis dtnic ia stable doaea. sod dui this regiiBen had been evahiaied and 
conflnaed and re-reconaneoded as proper ibenpy by VA Pain Specsalis] Dr. Lester, whoa I had beea ordered to ooaaoli 
by Dr. Abdallah 

1 aaked why. sance I had stated the 'agreement.* were my medicarions bring redaced? Ms. Stanley told me the reason for 
the abrapi dose decrease was thee I dsdat have a l eccm in the chart 1 told her I was c laum oghobic and that Dr. 
Abdullah had discusaed this wtdi me and that Dr. Abdullah feH that more MRI studies were ocN needed. I further reosinded 
Me Stanley that the McOuire peia cijaac, whose oonthdino I had so recendy received, had alao not seen any medlc^ 
point in performing MR] stadies at tfos time. 

Ms. Stanley told me ttsac my new doctor was *l>r. Oeoffe** who ”did not ree how I Deeded so many drags.* I. to foil day, 
have never nes this physician, nor has die called me or mmed me ki for an appotasineca to review my medical hastory. To 
dm day no exphnnbcxi of Dr. Abdaltah’s removal as nay physksan been offered me by anyooe. Since my return bom the 
hfcOnire pein coowtltation, no physician et the Ihcdcrkksburg SaidUic clink has examined me. or rrriewnd the rccortk 
and recoenraeodmiom from foe McOnke Pain dink evaluMion wifo me. despite OMdkal coraplaiacs and co o ce ras dearly 
esp t eaaed by me to staff onsite. Yet my mcdkal reghacn. abutted to recently by V A specialists and Anally 

sdciiBate. was abruptly changed by a phyakian wifo whom I do not Mve a IrgitkiMle doctor-pacieoc rdatienship. 

This feels to me more Ifoe ass tuft than medical cere. 1 no fongn fed my wel befog Is unportant at foe IHdcrickibiirg 
Satdiite. rafoer I believe the ireaemmi I am receivifig is substandard and uncthicel medical care thei has duecity harmed 
me and forc aiw u to entirely rafo me. 

Afler March 17fo e mb er restnamt at foe ctfok and foe alteraoon of my medlcabon regimen. I deckfcd to try and go back to 
the milnary for my primary care oeeda. becauae I wm not being treated profeaskmally or wkh respret by my VA prbniry 
care dink. I sebeduied an ^ipo fotmm far around foe Am mA in Aprd wkh a mUiiary pbysieiaA, Dr. GohSen. at foe 
Quantko Medkal Qkik. When he taw my medication rrglmea. 1 could idl by foe look oo Ms face be did oot want 
■nyfoiog 10 do wifo me. He said. *1 do OM warn to write a p cc a ciipdoo for the pean medkatiooa you aeed each moofo. If 1 
did foe DEA woidd ‘red (lag* me each moofo.* 

Dr. OoldeQ recommended I have a “ m oep ten e pump’* surgkaDy ttnplanicd If 1 did ao, he said, foea 1 would uot "face 
hardsh^* getting my mods each wonfo. I on d er itood that if I got a mo rp h ra e pump, not far medkai reasons as I was stabk 
and doing wdl oo medkations after Or. Lesi 0 *s dose adpidnnit. and despite foe smell but real smgkal risks (for a 
devia I did not medkaSy need) • that if I got *the p u mp* (or foe reneon foal k made foe doctor feel lees velDerabk to 
DCA acrvliay • foen. and only then, wmdd he take on ^ role of my primary care physkiaa 

Dr Goldeo offered a referral for foe morphine punnp procedure. He foen asked if there wus anydilng else he mi^ do to 
help me. I mcnliooed foel I fdl ill as foo^ 1 tnighl have a lafecsioo and could he do some tests and check. He asked me 
to sttbente Mood and mine for testing, whkh 1 did. 1 never heard buck bom Dr. Golden. 1 have yc« to discuss this 
with Stale medkal licensing anfoordies. but I doubt they wiO And foes acceptable or ethical mefocal praclke, or that k 
meets foe standard of care foe m a na g finra l of ebrenk pain adequately treaaed by oral doses of merficatioo wkhout side 
effects or oomptkecions in a well known and stable padeea. 
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Om itie next M«cnl dajrt I leil ptDfrcssn«]y *«i& and OL dct tfc iped a lerapwanre of 104 de^ceii. Mid went lo the Mary 
WashtnglCKi Ho^aul EX «4Kt« I wu dii(M^ w«|i a wtanry tract iafectioa and ataned on aoiibiotics. My coeidilion 
improved sligMy on the amihiocica pr cacii w d . but then wonened agam. I r et u rned to the EX o«i April 2S. 2006. whh 
fever and treimdonr pea. and waa dngnotii wiih a kidney in fec ti on (pyekwqihite)- Ckercndy. I am hone, bedrtddoi 
and in irocae pain than OBual. irytog to rccuperaie. Alaxnt certainty theae ooaplicatana of the la^ of nedkal care I 
received from the VA could have been avoided if the Redenckaborg dine hod. on Mach ITtketMcdmavuth 
profeniond r ea p ect and paid a tten ck a to my medical ccanplainw and emenined me malcad of ihrcattnlag me to cover fer 
(heir own cRnical and adnwMtiative aadequnciea and r^iUlory pr o bteaa. 

In Cowchwtoni 

I have become a victim of unethical, sobicandard, frankly abusive *iDedicar care 41 the handa of die Vmeran 
Adminiairation'i fredericlaburg Satefliie Ornic where I have received ny primary care, nocomplacaaed by aubetance 
abuse or any 

1) Mr. Phaup* t formally requeet you invescigah fee events I have related to you. 1 formaily requeM 
that you revi^ ny entire VA aedkal record, inrlnding fee records from the McGuire pain dinic 
coniuliMsoas. I ciqwct a detailed fxpbnarioo of how such medically nresponaabk and homiliaiing 
OeaemtM of myidf. oow y le to wife napam disregard to my c o a5deraality. oconrod under VA 
auapkes. And 1 want to know what adminstntive fhangea you wdl be making to ensure feit son of 
thing cisaeea imtnc dsa a c ly. And I apedfically want to know what measures will be taken regarding Dr. 

George. And 1 expect an apology. 

2) I need cempe thrn dvr medkal enrt now! the medicil oegUgence I haw expenenced has 
rendered me acmety ill on top of my Inngiianiliag. well dooamenied. dvonse raedica] oonditaona 1 
msast feM yoo tnsnefeatdy asai^ me a new physacian at the tV ed cr ie ks burg Salclliae dime; one who 
wdl pay more attention to my medical peobl w than to your inaenuJ adimntotrative prohleoa. one who 
will reimtsto fee nrdiraiinii reghneo on which I wot siabiUied by VA phyiirtona Or. Lcaier and Dr. 

Abdullah, and one who b coopefed to ininage unoomplicatod chronic optoid feenpy and who vidl 
treat me in a medically profeasaonal and ethical manner and wife fee respect I deterve and have emned 
in lervice of feb couniry. 

3) b seems to me. m tight of my expeneaoe at MoCttve. that my count of treatmcni by VA physicians 
in r espon se to wormning pain dedimng function was groatly oeghgeitt. Was it reaOy medicaily 
neveasary fer me. a itabk patieat wefl known to )um pbyskbaa, to wmt years fer a ipecialiy pain cbnic 
appomtmenl in order to gel a simpb opiosd dtrataon-to-effect msttcnwr fer dtrooic pain? Perhaps yam 
pf^iebna need a refresher course on the haak amnagemem of chronic pain. Most Americana might 
expect fee VA to be capable of rendering adeqnaae if not expen medical managemcm to duaMed 
oonibai veterans in chroruc patn. They ma^ be shocked ID lean fee foveraneM b not capable of 
treatihg even the moat vmcongdicaied cases of chronic paka. 

4) What I haw experkoced can only be deicifecd as **sbandof«ient of the patteoL** I undemand how 
very, very serious a charge feb b. and feaefere I am tafeemiag you that I fid I haw no choke but lo 
Ale a complaini with fee State medical licensbig authorkies against fee physkaMis respooaable for my 
modkal care. 

5) 1 am not 100% sure fen a iCAHO audit impked the medically unacceptable and bnaifely 
iroplemcotod changes in polxy at the rV cdc nck sburg dinsc that lead to my niedicti misnuasgenwni. 
but I do know fen JCAIK) CAbtt to help hoepbal organtrations improw fee quality of paocat ore 
And I are pretty sure feat they would be itnpirianl if not horrified (o barn that such draconian abuse m 
I experienced b bemg vbiled upon patactm who are told fee reason b ‘we faitod a JCAHO audit* 

Please know feat I wiU be diaeussiAg feb emke epusode wife ICAHO if it lum out due they were in 
any wi^ invotved whh the medical abase that I c xp aienced. 

6) Sb, 1 dad absolutely nothing to deserve feb sbindoaiieflc and negligcat medkal care. TIidu^ no 
fetth of my own I suddenly And my entire medical euppon eyuiem in a afaamblei. I haw some 20 days 
of medicMkas left I do not know who my docsor b. 1 do not know where else to tivw 

Mr. f%aup. you luve fee power and aufeorky to rectify feb ekuetion, to make me whole. 1 beseech you to pbaie look mto 
thb in • (sncly manocr. I am icrriAed that if you do not promptly tntorwae 1 will And myidf incspincictfed in 20 days 
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«tcfi I rua out oC tte tnedxjcion I oeed to hve. Tliti tisanity it tuf^pcotuf under yow wudi, Mr. Phnup. 

Ptesie help me- 

As God If oy wicoess. I have ipokeo the rnidi; Senper Fklebi 
Sincerely. 

• James D. Feraaodex 
Copy ID: 

• Mike Phaup. Ho^ital Adnwotnfior: Hunter Holnes McOiutc VA Medical Cesaer f lidcOiun Salellile CUnk, 
Prcdenckfburi. Vvgicha. 

• Tbe llonoraMe JoaiiD Devta. Con^ w viumiii. I* Dbtrki Vtrglnie. 

• The Honorable Steve Buyer. Coo^essmaa. 4* Dirtrict Tndkoa, and Ouarman of the House Oocmtllec on 
Veceran* Afbsv 

• The Hooonble R. Janes NIcholioe. Secrectry of Vettram Aflain. 

• DaoM F. Kofteano. VA Network Direcsor 
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DAVE HABBE 
4-FRONT distributing 


IUI91N. Street 

trfu^sMn.t 614D1 
VrS* 

engir »*•; ]ir-BU TIM 


M*reh9. 2006 


z^yrA/: 

dT.S 


ConffCfsman John SMfnkut 
Dear Confrtssmnn SMmkitf: 


A^TT^! (^Sf<ua>Q^S 

e^Z- -^79- 


Uy ntme b Oiv»d Habbe. I im a Ufriong RapubUcan, a Lite »*«b«r of ttw NRA, an 
Eldor In my el»»th and lote ownm- of a homa li«ed nholatate dbalbutlon comiMny, 4- 
Fnvtt DUUIbutlng. 


I be*an my company in 199 J, rowing It from a Mnall part-time Win* <4 Income W IB 
curienl level of lote lupport of my family. I tervlce prtinirtly commnlence ttor« and 

tiudi ttopi tlvoughout Central and Seuchern llUnais with a variety of products. 

I am currontty Ikenocd by the Drug Enforcement Adninlitration as a distributor of the 
Ust I chemical. Epbedrine. 


The growth of my bifliness quickly necessitated the purchase df a larger home. In 
Novenrer of 2003, we moved my family and business to a new ad^en approaimately 
14 mHs from our previous address. When I attempted to renew ray DCA Ust t Chendcal 
Ucene for 2004 for my new business address, I was kiformed by the OEA that even 
though I had cooperated with them fidiy In all Invettigatians and Held audits, and had 
not received even one written wimlnt In aH the years that I had been licensed that 
they would not renew my Hccnae for the new aiMess. 

I was told that the license would only bo issued for tho old address or that I would 
have to build or rent storefront property. The purchase or lease of additional business 
proparty would have been flnancially Impassible, end also would have directiy 
confUcled with my home based business structure. In addhSon, since we have no 
direct retail sates or walk-in customers, a storefront location b pointless and 
unnecessary. 


Fortuiatcly, we had not yet saM our prevfcius home. Iwas able torenewmy Ucenic 
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for ihK addrus inMl luch ttn* thM H »U In 0w njminef of 700S . 

My bioineo w»i lubjtct to a random DEA fiotd audit in Docetnbor M05. 1 adrted d» 
DEA field agentJ that hartni sM the property at the otd addresa, that my hiamesi was 
currontty located at my new address. They toU that I should hove Wormed them that 
the old property told aid requested that I submit a change of address ra«jcst vWch I 
typed and submitted dlreetty to them to them U that time. 

During the come of ihB field audit, the agenu did a full Inspecdcn of the premises of 
my bussiwss and alto received as requested all records of List 1 tales to my oEtamert 
and hivolcet from my suppOers lor any List 1 purchases. 

The agents to* all of this material with them and kept It ovemigle for a review of my 
sales and purchase records. The next morning the agents returned and notad 
procedures wNch needed to be Implemented for luture sates records. They elso 
requested that a lock be placed on the door to the room vdiere we Invereory Ust 1 
product. We ImmedWely compbed with all DCA requests. Both agents assured ua that 
these were not major vS^Oons alihough the eventual status of my Lbt I DEA 
certWcatlon was entirely out of their hends. 

They further tdvited me that the DEA wes actively trying to reduce the lumber of 
licenses which had been issued and stated that Ihn wore required by their superlort 
to aik every single ticemc holder to volununiy nirrender thetr Ucenscs. 

1 explained that surrendenng my lieense would not only dhectly impact my company's 
sales, but that It wouM also plau me at an extreme eompctltfvc dhadvanugewlih 
other distrlbumn. I declined the offer Is surrender my license. 

Approdniately two weeks ago, I ordered List 1 product from one of my suppHerv 
Apparently, our normal UPS driver was III or Off work that day, because tht delivery 
was made at the old business address. Ths home owner called Ihe supplier and the 
suppHer saM to sMp the product back to them. 

I learned of mb when I called my suppUer to kiqulie why I had not received ny crsler. 
Tlwy told me that they could not ship product to my aarent busineu address usMI 
they had received vnliien authorization to do so from the DCA. I Immediately called 
DEA Agent Brlwi C. MeCkjne (who along with Agent Mark E. SctiiUi had conducted the 
Dec. 2005 audll) and asked that he plaast do everything pcssSile to cspedlte my 
change of address request. 

Several days laur he relumed my call and advised that he end Agent ScMIB would be 
m the Effingham area this vmek and would Uke to stop by. I received another call from 
Agent McClune Wenesdey evening:, March 81* advhing that he and Agent ScMIll vnxild 
like to meet wllh me at 9:00 AJA the foltowlng morning at my butfewn. 
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Irwnedlitel* upon «nterinj my offlc* tW* monUn*, Mirth 9* Agent McClime » Ms*d 

tfiit he wB penonelly yorry but thit he hid been ortered by Wt huerlom w »«»(*«• 
myMeeme. HewMiedthithe wwi»«bleto«titeN»tee<lngjtatN»m»aer, 
however thit both hi wid Agent SchOU did not Ute hivbig to do thti but thiC they hid 

no choteo but to follow i WuNntton O.C baud OEA dlrettlvi to rovohe Bcenui. 

they further tiited thit I ww not being dngled «it In Ihb milter but tfat the DEA 
foM, m part of thh new dlrettlve, w»i to rerohe Ilcenict of all dlstrlbuinct who 
ictvieed "gray mirheti" (co n ven i e n ce Korcs, truck nops, etc.). 

I tteted the otwloui. which was that thU h a legal product, being Mid lefiHy it 
legltlniete ind tefat retett outlets. They agreed, IxC restated the DtA'i tirutlveand 
ob)ecthfe to ellmlnale an such salei and to aecompUih that by atta revocabonof 
diiUlbutorllcanics. 

CorweionMi SMirtajs. tWt action by the DEA wtjl have a profocnd Impact on my 
buskicu Md the buhnettes of hundreds of legal lew ibliing dIstrlbtAors and retailers. 
It vrIU likely result In the failure end bankngiccy of my company and htndreds more. 

It seerm that the OEA chooses to bypaD the legWaOve Branch of ow Government and 

by tactics of bUlying. mtlrnktaUco and buraaucratic entrapment, deny dhtrlbidlon and 
sales of s LEGAL proAict. 

VWdle I eppUud their efforts bi the ongoing wir on lUegal drugs. 1 am fearful of anyone 
or »>ythlng that uses such tactics to eecomplhh e goal. Call ma old faslHorwd, IkaI 
stfll beUevc in The Conitlcullan and The BU of Rights. 

Congrassman Shlrnkia. I respectfully request that you aisM me In Ihb matter. Theu 
OEA tactics not only ttvcaten the hitura of my business and home. biA I feel they are 
a frightening Iraflcatlan of how eaifly the ngMs of law sMdmg clUxens everywhere In 
Ihb coiaitty can be Demplcd. Apparently, the OEA feeb that the Leghlative Branch of 
our Govcfrimtnt. In which you honorably presidr. b aasily bypassed. 

I respectfully and atudously await your reply. 

Sincerely, 

DavMHabbe 
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JOHNM.«M««CUS 



CMCAOV AND COMMKMt 

coMirnu 



MMtM 


Congrrtss ot tte ®niUli States 

K^ut o( fitimiratatOMf 

BbStlagtiiK. »C 29515-UW 
Mud>t3.200« 


M^T CCHICV 

MTo^LHabba 
20201 N.l I S(Kh Street 
EflinglMm, (L 62401 


A0M. »««■ c 



OrvHMbMMtS 

11»l«CTUBU«f 


lnvtT 

Ou«r.«aM 

NMiaM-m* 


E>earMT.Mtbbe: 

Tbtnk you for ermuctiag me about the problem yo« are having with the Drag 
Enforcesacai Admioistrahoo (DEA). 

I will be glad to asabi >o« la every way 1 can. I have oontactad (he appropriala otOdali 
as DEA to ai pre sa my hnercat oo yov behalf, asd ] ariU be back io lotach with.yoo ai aocn aa I 
receive a rcapoose- 

l» the picaae fed free to coniact me if I caa be of fWther aniitaiirr 


Sincerely. 



JMS:dr 
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The New York Times 
June 17. 2007 
Cover Story 
Doctor or Drug Pusher 
By TINA ROSENBERG 

Ronald Mclver is a prisoner in a medium-security federal compound 
In Butner, N.C. He is 63 years old, of medium height and 
overweight, with a white Santa Claus beard, white hair and a calm, 
direct and intelligent manner. He is serving 30 years for drug 
trafficking, and so will likely live there the rest of his life. Mclver 
(pronounced mi-KEE-ver) has not been convicted of drug trafficking 
in the classic sense. He is a doctor who for years treated patients 
suffering from chronic pain. At the Pain Therapy Center, his small 
storefront office not far from Main Street in Greenwood, S.C., he 
cracked backs, gave trigger-point injections and put patients 
through physical therapy. He administered ultrasound and gravity- 
inversion therapy and devised exercise regimens. And he wrote 
prescriptions for high doses of opioid drugs like OxyContin. 

Mclver was a particularly aggressive pain doctor. Pain can be 
measured only by how patients say they feel: on a scale from 0 to 
10, a report of 0 signifies the absence of pain: 10 is unbearable 
pain. Many pain doctors will try to reduce a patient's pain to the 
level of 5. Mclver tried for a 2. He prescribed more, and sooner, 
than most doctors. 

Some of his patients sold their pills. Some abused them. One man, 
Larry Shealy, died with high doses of opioids that Mclver had 
prescribed him in his bloodstream. In April 2005, Mclver was 
convicted in federal court of one count of conspiracy to distribute 
controlled substances and eight counts of distribution. (He was also 
acquitted of six counts of distribution.) The Jury also found that 
Shealy was killed by the drugs Mclver prescribed. Mclver is serving 
concurrent sentences of 20 years for distribution and 30 years for 
dispensing drugs that resulted in Shealy's death. His appeals to the 
U.S. Court of Appeals for the Fourth Circuit and the Supreme Court 
were rejected. 

Mclver's case is not simply the story of a narcotics conviction. It has 
enormous relevance to the lives of the one in five adult Americans 
who. according to a 2005 survey by Stanford University Medical 
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Center, ABC News and USA Today, reported they suffered from 
chronic pain — pain lasting for several months or longer. According 
to a 2003 study in The Journal of the American Medical Association, 
pain costs American workers more than S61 billion a year in lost 
productive time — and that doesn’t include medical bills. 

Contrary to the old saw, pain kills. A body in pain produces high 
levels of hormones that cause stress to the heart and lungs. Pain 
can cause blood pressure to spike, leading to heart attacks and 
strokes. Pain can also consume so much of the body’s energy that 
the immune system degrades. Severe chronic pain sometimes leads 
to suicide. There are, of course, many ways to treat pain: some pain 
sufferers respond well to surgery, physical therapy, ultrasound, 
acupuncture, trigger-point injections, meditation or over-the- 
counter painkillers like Advil (ibuprofen) or Tylenol 
(acetaminophen). But for many people in severe chronic pain, an 
opioid (an opiumlike compound) like OxyContin, Dilaudid, Vicodin, 
Percocet, oxycodone, methadone or morphine is the only thing that 
allows them to get out of bed. Yet most doctors prescribe opioids 
conservatively, and many patients and their families are just as 
cautious as their doctors. Men, especially, will simply tough it out, 
reasoning that pain is better than addiction. 

It's a false choice. Virtually everyone who takes opioids will become 
physically dependent on them, which means that withdrawal 
symptoms like nausea and sweats can occur if usage ends abruptly. 
But tapering off gradually allows most people to avoid those 
symptoms, and physical dependence is not the same thing as 
addiction. Addiction — which is defined by cravings, loss of control 
and a psychological compulsion to take a drug even when it is 
harmful — occurs in patients with a predisposition (biological or 
otherwise) to become addicted. At the very least, these include Just 
below 10 percent of Americans, the number estimated by the 
United States Department of Health and Human Services to have 
active substance-abuse problems. Even a predisposition to 
addiction, however, doesn’t mean a patient will become addicted to 
opioids. Vast numbers do not. Pain patients without prior abuse 
problems most likely run little risk. “Someone who has never 
abused alcohol or other drugs would be extremely unlikely to 
become addicted to opioid pain medicines, particularly if he or she 
is older," says Russell K. Portenoy, chairman of pain medicine and 
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palliative care at Beth Israel Medical Center in New York and a 
leading authority on the treatment of pain. 

The other popular misconception is that a high dose of opioids is 
always a dangerous dose. Even many doctors assume It; but they 
are nonetheless incorrect. It Is true that high doses can cause 
respiratory failure in people who are not already taking the drugs. 
But that same high dose will not cause respiratory failure in 
someone whose drug levels have been increased gradually over 
time, a process called titration. For individuals who are properly 
titrated and monitored, there is no ceiling on opioid dosage. In this 
sense, high-dose prescription opioids can be safer than taking high 
doses of aspirin, Tylenol or Advil, which cause organ damage in 
high doses, regardless of how those doses are administered. (Every 
year, an estimated 5,000 to 6,000 Americans die from 
gastrointestinal bleeding associated with drugs like ibuprofen or 
aspirin, according to a paper published in The American Journal of 
Gastroenterology.) 

Still, doctors who put patients on long-term high-dose opioids 
must be very careful. They must monitor the patients often to 
ensure that the drugs are being used correctly and that side effects 
like constipation and mental cloudiness are not too severe. Doctors 
should also not automatically assume that if small doses aren't 
working, that high doses will — opioids don't help everyone. And 
research indicates that in some cases, high doses of opioids can 
lose their effectiveness and that some patients are better off if they 
take drug “holidays" or alternate between different medicines. Pain 
doctors also concede that more studies are needed to determine 
the safety of long-term opioid use. 

But with careful treatment, many patients whose opioid levels are 
increased gradually can function well on high doses for years. “Dose 
alone says nothing about proper medical practice," Portenoy says. 
“Very few patients require doses that exceed even 200 milligrams of 
OxyContin on a daily basis. Having said this, pain specialists are 
very familiar with a subpopulation of patients who require higher 
doses to gain effect. I myself have several patients who take more 
than 1,000 milligrams of OxyContin or its equivalent every day. One 
Is a high-functioning executive who is pain-free most of the time, 
and the others have a level of pain control that allows a reasonable 
quality of life." 
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All modern pain-management textbooks advocate “titration to 
effect" — in other words, in cases where opioids are helping, 
gradually increasing the dosage until either the pain is acceptably 
controlled or the side effects begin to outweigh the pain-relief 
benefits. But the vast majority of doctors don’t practice what the 
textbooks counsel. In part, this is because of the stigma associated 
with high-dose opioids, the fear that patients will become addicted 
and the fact that careful monitoring is very time-consuming. And 
most doctors have received virtually no training in medical school 
about managing pain; many hold the same misconceptions about 
addiction and dosage as the general public. 

And even pain specialists can be conservative. Sean E. Greenwood 
died in August at age 50 of a cerebral hemorrhage that his wife, 
Siobhan Reynolds, attributes to untreated pain. Greenwood was 
seeing various pain specialists. What makes his undertreatment 
especially remarkable is that he and his wife founded the Pain Relief 
Network, an advocacy group that has been the most vocal opponent 
of prosecutions of doctors and financed part of the legal defense of 
many pain doctors. “Here I am — I know everyone, and even I 
couldn’t get him care that didn’t first regard him as a potential 
criminal," Reynolds said. 

According to the pharmaceutical research company IMS Health, 
prescriptions for opioids have risen over the past few years. They 
are used now more than ever before. Yet study after study has 
concluded that pain is still radically undertreated. The Stanford 
University Medical Center survey found that only 50 percent of 
chronic-pain sufferers who had spoken to a doctor about their pain 
got sufficient relief. According to the American Pain Society, an 
advocacy group, fewer than half of cancer patients in pain get 
adequate pain relief. 

Several states are now preparing new opioid-dosing guidelines that 
may inadvertently worsen undertreatment. This year, the state of 
Washington advised nonspecialist doctors that daily opioid doses 
should not exceed the equivalent of 120 milligrams of oral 
morphine daily — for oxycodone or OxyContin, that’s just 80 
milligrams per day — without the patient’s also consulting a pain 
specialist. Along with the guidelines, officials published a statewide 
directory of such specialists. It contains 12 names. "There are just 
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not enough pain specialists," says Scott M. Fishman, chief of pain 
medicine at the University of California at Davis and a past 
president of the American Academy of Pain Medicine. And the 
guidelines may keep nonspecialists from prescribing higher doses. 
“Many doctors will assume that if the state of Washington suggests 
this level of care, then it is unacceptable to proceed otherwise." 
Fishman says. 

In addition to medical considerations real or imagined, there is 
another deterrent to opioid use: fear. According to the D.E.A., 71 
doctors were arrested last year for crimes related to “diversion" — 
the leakage of prescription medicine into illegal drug markets. The 
D.E.A. also opened 735 investigations of doctors, and an 
investigation alone can be enough to put a doctor out of business, 
as doctors can lose their licenses and practices and have their 
homes, offices and cars seized even if no federal criminal charges 
are ever filed. Both figures — arrests and investigations — have 
risen steadily over the last few years. 

Opioid drugs have been used to treat pain for decades, mostly for 
acute postsurgical pain or the pain of cancer patients. But in January 
1996, Purdue Pharma helped increase the use of these drugs by 
introducing OxyContin — oxycodone with a time-release 
mechanism. Oncologists and pain doctors were the principal 
prescribers of opioids. But Purdue introduced the drug with an 
aggressive marketing campaign promoting OxyContin to general 
practitioners and the idea of opioid pain relief to doctors and 
consumers. The product's time-release mechanism, Purdue 
claimed, allowed steadier pain relief and deterred abuse. 

Many pain sufferers found that OxyContin gave them better relief 
than they ever had before. But Purdue misrepresented the drug’s 
potential for abuse. Last month, the company and three of its 
executives pleaded guilty to federal charges that they misled 
doctors and patients. The company agreed to pay $600 million in 
fines: and the executives, a total of $34.5 million. The pill’s time- 
release mechanism turned out to be easily circumvented by 
crushing the pill and snorting or injecting the resulting powder. By 
the late 1990s, OxyContin abuse was devastating small towns 
throughout Appalachia and rural New England. Pharmaceuticals, 
mainly opioids, are still widely abused — now more so than any 
Illegal drug except marijuana. In 2005, according to the 
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government's National Survey on Drug Use and Health, 6.4 million 
Americans, many of them teenagers, had abused pharmaceuticals 
recently. Most got the drug from friends or family — often, in the 
case of teenagers, from their parents’ medicine cabinets. 

At the time the OxyContin epidemic emerged, the D.E.A. had far 
more experience seizing illegal drugs like cocaine and heroin. 
According to Mark Caverly, the head of the liaison and policy 
section for the D.E.A.’s Office of Diversion Control, the OxyContin 
epidemic, however, required the agency to step up its antidiversion 
efforts. In 2001 the D.E.A. established the Ox^ontin Action Plan. 
The D.E.A. dispatched investigators to the most troubled states and 
trained local law-enforcement officials. 

The basis of the physician-patient relationship is trust. Trust is 
especially valued by pain patients, who often have long experience 
of being treated like criminals or hysterics. But when prescribing 
opioids, a physician's trust is easily abused. Pain doctors dispense 
drugs with a high street value that are attractive to addicts. All pain 
doctors encounter scammers; some doctors estimate that as many 
as 20 percent of their patients are selling their medicine or are 
addicted to opioids or other drugs. Experts are virtually unanimous 
in agreeing that even addicts who are suffering pain can be 
successfully treated with opioids. Indeed, opioids can be lifesaving 
for addicts — witness the methadone maintenance therapy given to 
heroin addicts. But treating addicts requires extra care. 

Identifying the scammers is especially tricky because there is no 
objective test for pain — it doesn’t show up on an X-ray. In one 
British study, half the respondents who complained of lower-back 
pain had normal M.R.I.'s. Conversely, a third of those with no pain 
showed disk degeneration on their M.R.I.’s. The study suggested 
there could be a profound disconnection between what an M.R.I. 
sees and what a patient feels. 

There are red flags that indicate possible abuse or diversion: 
patients who drive long distances to see the doctor, or ask for 
specific drugs by name, or claim to need more and more of them. 
But people with real pain also occasionally do these things. The 
doctor’s dilemma is how to stop the diverters without condemning 
other patients to suffer unnecessarily, since a drug diverter and a 
legitimate patient can look very much alike. The dishonest 
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prescriber and the honest one can also look alike. Society has a 
parallel dilemma: how to stop drug-dealing doctors without 
discouraging real ones and worsening America’s undertreatment of 
pain. 

In July 2002, an insurance agent was sifting through records in 
Columbia, S.C., and paused at the file of one Larry Shealy. Shealy 
was getting OxyContin from a doctor named Ronald Mclver — a lot 
of it. “The amounts were incredible; it Jumped out in my face," the 
agent, who spoke on condition of anonymity, told me. “He was 
either selling them or taking so much he couldn’t live." The agent 
did two things. He recommended to Shealy’s employers that they 
exclude OxyContin coverage from their health insurance plan — 
which they did. And he called the D.E.A. Two days later, a D.E.A. 
agent showed up in the insurance agent’s office with an 
administrative subpoena to collect Shealy's file. 

Mclver wanted to be a doctor all his life, two of his daughters told 
me. But he taught and traveled for years before he finally enrolled 
at Michigan State University to become a D.O., or doctor of 
osteopathy, a more holistic alternative to a traditional medical 
education. (Osteopaths can do everything that traditional M.D.’s can 
do, including prescribe opioids.) He began practicing pain medicine 
in the late 1980s. He had a practice in Florence, S.C., which ended 
when he declared bankruptcy in 2000. He moved to Greenwood to 
start over, establishing his new office in a storefront next to a 
chiropractor. 

Mclver was, by the account of his patients, an unusual doctor in the 
age of the 10-minute managed-care visit. He usually saw about 6 
to 12 patients each day. One patient I spoke with — who never got 
high-dose opioids — said that his first visit with Mclver lasted four 
hours, and in subsequent visits he spent an hour or more doing 
various therapies. Many patients said their visits lasted an hour. 
Patients taking opioids had to sign a pain contract and bring their 
pills in at each visit to be counted. 

Many doctors take little interest in the administrative side of their 
practices, but Mclver's neglect was epic. To save money, he 
employed mostly family. His wife, Carolyn, whose only medical 
training was from her husband, served as his assistant, giving shots 
and administering therapies. "His doctor’s office did not resemble 
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my family’s doctor’s office," said Sgt. Bobby Grogan, who was the 
investigator on the case for the Greenwood County Sheriff. While 
Mclver’s treatment rooms were normal, his and his wife’s offices — 
off limits to patients — were a mess, according to pictures 
presented at Mclver’s trial by Adam Roberson, the D.E.A.’s principal 
investigator. Used syringes, for example, overflowed their storage 
box. “His patient records were manila envelopes stuffed with 
receipts,” Grogan told me. 

When I interviewed him in prison recently, Mclver told me that his 
records were complete but scattered. He said that he and his wife, 
distracted by a series of family tragedies, had employed a series of 
temporary receptionists who had botched the filing. He and his wife 
were trying to piece them together. "The records were probably half 
In the office and half at home for me to work on at night," he said. 

"I kept a box in the back of the car I worked on while Carolyn 
drove." 

Leslie Smith first came to see Mclver in the fall of 2001. Smith was 
in his mid-40s and lived in Chapin, a small town near Columbia, a 
60-mile drive from Greenwood. He filled out a medical-history form 
and told Mclver that his wrists hurt so badly that he was getting 
only three or four hours’ sleep a night. He also said that a previous 
doctor helped him by prescribing OxyContin, and he mentioned the 
name of a doctor he said referred him. Mclver examined Smith’s 
wrists. Smith walked out with an opioid prescription and an 
appointment to come back the next week. 

Smith’s wrists did not hurt him, as he testified at Mclver’s trial. He 
was addicted to OxyContin and Dilaudid, which he injected. He 
complained of wrist pain because it was plausible: he had injured 
one wrist previously, requiring an operation that left scars, and he 
had arthritis in the other. Until June 2002, Smith kept getting 
prescriptions. 

Smith saw Mclver every few weeks. He testified that he had track 
marks on his arm at the time but always wore long sleeves to cover 
them. He said Mclver never saw them. Mclver put him on an electric 
nerve stimulator every visit for 15 or 30 minutes on each hand and 
did osteopathic manipulations. He prescribed exercises. Smith 
bought a nerve-stimulator machine to use at home and told Mclver 
it was helping. At Mclver’s request he filled out a pain chart and 



203 


reported that his pain rated a 5 or 6 upon awakening, reached 7 
during the day and occasionally hit 9. “I answered all the questions 
exactly like I thought he’d want to hear them answered.” Smith 
testified. At one point Mclver found a syringe in Smith’s pocket. 
Smith told Mclver that he was going fishing later that day and that 
he used the syringe as part of his fishing equipment. That 
apparently satisfied Mclver, who testified that his grandfather kept 
syringes in his tackle box to pump air into his bait. 

Smith filled some of his prescriptions at the Hawthorne Pharmacy in 
West Columbia. There. Addison Livingston, the pharmacist, got 
suspicious. He noticed that Smith sometimes came in with other 
patients of Mclver’s, despite the fact that Mclver worked nearly two 
hours’ drive away. The patients obviously knew each other and 
would pick up large opioid prescriptions, paying cash and asking 
for brand-name drugs. Livingston called Mclver, who confirmed he 
had written the prescriptions. At one point. Mclver told Livingston 
that he, too, was suspicious, and that he had sent a letter about 
Smith to the state’s Bureau of Drug Control. 

In February 2002, Mclver wrote to Larry McElrath, a B.D.C. 
inspector, who read the letter at the trial. “Dear Larry,” it read, 
“There are several people out of the Columbia/Chapin area who 
have aroused my curiosity about their use and possible misuse of 
medications. Some are referred by (another doctor] and seem 
legitimate. . . . They all pay cash despite some of them having 

insurance with prescription cards When they are in the office, 

they sometimes make a show of not knowing each other. . . . The 
situation is made complicated by the fact that each has some real 
pathology with objective findings that would justify the use of 
opiates if their pains are as bad as they say. I have given them the 
benefit of the doubt, but I’m becoming less inclined to do so. I 
would appreciate it if you could make some discrete inquiries and 
let me know whether my concerns are justified. ... I certainly don’t 
want to refuse help to someone who needs it. On the other hand, I 
want even less to be implicated in diversion or other improprieties." 
He listed their names and Social Security numbers. 

McElrath did nothing with the letter. “It’s incumbent upon the 
physician to have a trust with his patients," McElrath testified at the 
trial. “Here there was nothing that I could assume or conclude that 
any crimes had been committed.” 
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Smith was the most damning of the several patients who testified 
against Mclver. (Smith and the other patients mentioned here did 
not agree to be interviewed for this article, as they are suing Mclver 
for alleged overprescription of addictive drugs. Such suits often 
prosper after successful criminal convictions, as civil suits are easier 
to win.) Smith had a confederate in Seth Boyer, who lived In Chapin 
and followed a similar pattern in his dealings with Mclver: he 
exaggerated pains in his foot, never provided records from a 
previous doctor and had needle tracks that he later testified Mclver 
never saw. At one point, Boyer told Mclver that he had spilled a 
bottle of liquid OxyFast, another opioid. (In reality, Boyer had 
injected it.) Mclver wrote him a prescription for a replacement — 
apparently a violation of his standard pain-medication contract, 
which had a “no early refills" stipulation. 

But Mclver ended up discharging Boyer in June 2002, when Boyer 
altered a prescription so he could fill it three days early. He wrote 
Mclver three pleading letters of protest, to no avail. “I was looking 
for an excuse to discharge them, and with Seth I found it," Mclver 
told me. “I needed more than suspicion. With Les, he never actually 
did anything that allowed me to say, ‘O.K., here’s that concrete 
piece of evidence.* " 

Mclver may have felt he needed more proof, but medically he 
probably had enough. Pain specialists told me that doctors can stop 
prescribing a drug whenever the risks outweigh the benefits, which 
includes the risk of abuse. 

Another drug-dealing patient of Mclver's was Kyle Barnes. She 
testified that she suffered from fibromyalgia, a chronic-pain 
syndrome, but exaggerated her pain to get higher levels of 
OxyContin and Roxicodone. She was addicted to those drugs before 
she began seeing Mclver In July 2001. She also brought no medical 
records and drove three hours to each appointment. She got 
prescriptions on her second visit, during which Mclver also did 
osteopathic manipulations and massage. 

Barnes was in real pain. Mclver did several different therapies at 
each visit. He set up an appointment for her at a sleep clinic, sent 
her for X-rays and put a cast on her wrist. He knew she had trouble 
paying for her medicines, and he contacted Purdue Pharma to see if 
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she qualified for reduced-price drugs. She kept claiming the drugs 
were not helping enough and was soon taking 16 times the dose of 
OxyContin she took when she first saw him. One tip-off in her case 
should have been that she paid thousands of dollars a month in 
cash for her prescriptions, even though she was on Medicaid. She 
told Mclver that her father and boyfriend were helping her buy 
them, which she later testified was partly true. But most of her 
Income came from selling some of the drugs he prescribed, she 
testified. In December 2003, Mclver told her that he would stop 
treating her unless she took a drug screen. She did nothing. Three 
weeks later he told her again. She never returned. 

Another patient whose story was particularly troubling was Barbee 
Brown. Brown was not a drug seeker but a genuine pain patient 
seeking relief from Reflex Sympathetic Dystrophy. Mclver gave her 
very high doses of OxyContin right away, before she produced any 
records from other doctors. This was especially disturbing, because 
she had been addicted to crack cocaine for three months in the year 
before she came to him. 

Brown saw Mclver at least twice a week for six weeks. He did a 
thorough physical exam and took a complete history. He used many 
different kinds of therapies. But he also started her — someone who 
had never taken opioids — on 40-milligram pills of OxyContin and 
allowed her to control her own dosing schedule. “As long as you are 
not having side effects, do not be afraid to take the doses you need 
to get out of pain," he wrote to her. It was the same advice he gave 
many patients. ‘The number of milligrams does not matter. What 
matters is the number on the O-to-10 scale." 

The medicine helped. Brown testified that she ranked her pain at 9 
or 10 when she first got to Mclver. After seeing him, it dropped to a 
4. Her pain diary, which appears to be sincere, had various 
passages giving thanks that she met Mclver. Brown did not become 
addicted. But allowing an opioid-naive recovering crack addict to 
start on high-dose pills and control her own dosage, and telling her 
that her dosage didn’t matter, seems reckless. 

Mclver's 30-year sentence was the result of the death of Larry 
Shealy, a 56-year-old man who suffered intense back and knee 
pain, in addition to many other health problems. He first came to 
see Mclver in February 2002, with full referrals and records. He was 
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on OxyContin before seeing Mclver but complained that his pain 
was still terrible, so Mclver doubled his dose. This allowed Shealy to 
go back to work in an auto body shop. 

Shealy was not a careful patient. A month after he started with 
Mclver. he took 15 OxyContin tablets in one day instead of the 6 he 
was prescribed. He was not harmed, but Mclver testified that he 
asked Shealy to bring his family in so he could explain the dosing to 
them. At one point, Mclver tried to taper down the OxyContin and 
replace it with methadone, but Shealy complained that the 
methadone made him drowsy. Shealy’s son, David, an auto 
mechanic, testified that the OxyContin pain relief also came at a 
price. He said he felt his father was overmedicated — often sleepy. 
Once, his father backed his truck into a tree. 

Shealy died in his sleep early on the morning of May 29, 2003. He 
had OxyContin pills in his stomach, and his bloodstream contained 
alprazolam — Xanax — as well. The pathologist at Mclver's trial 
testified that the levels of drugs were consistent with the 
prescriptions Mclver had been writing — the high levels that so 
alarmed the insurance agent. Shealy was taking five 80-milligram 
tablets of OxyContin every 12 hours, plus up to six 30-milligram 
tablets of Roxicodone every 4 hours for breakthrough pain, plus as 
much as 2 milligrams of alprazolam every 8 hours. The 
prosecution's toxicologist, Demi Garvin, concluded that the 
OxyContin and Roxicodone caused Shealy's death by respiratory 
depression. The pathologist testified that she looked up this dosage 
and found it to be a fatal level. 

But there is reason for doubt. According to Shealy’s prescriptions, 
he had been taking the same dosage for at least two months, and 
possibly much longer. Pain specialists say that respiratory 
depression is extremely unlikely when dosage is consistent. In her 
testimony, Garvin agreed that what would be a toxic level in an 
opioid-naive patient would be safe for someone titrated up 
properly. But she said she could not conclude he had been properly 
titrated, in part because she had not seen his medical records. 
Garvin declined to talk about the Shealy case with me because she 
is a witness for the Shealy family in their planned civil suit against 
Mclver. But in a deposition for that lawsuit, she appeared to back 
away from blaming the OxyContin. She described her view as: “Hey, 
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there’s a red flag here. This can certainly be your cause of death, 
but you need to go further in exploring whether or not it is." 

There was something else that might have caused Shealy's death; 
he suffered from advanced congestive heart failure. The pathologist 
testified that he had 90 percent blockage in one coronary artery and 
50 percent in another, and a greatly enlarged heart and other 
organs. He had a scar on the back wall of his heart that indicated he 
at one time suffered a heart attack. Opioids do not worsen heart 
disease and would likely have helped, because pain causes stress to 
the heart. 

The testimonies of the patients Smith. Boyer and Barnes were the 
parts of the trial that most directly addressed the question of 
whether Mclver intentionally wrote prescriptions for a nonmedical 
purpose. This is the relevant legal test for the statute under which 
he was prosecuted. Several Supreme Court and district court cases 
have made it clear that under the Controlled Substances Act, a 
doctor is guilty of a crime if he intentionally acts as a drug pusher. 

The judge in the Mclver case, Henry F. Floyd, told the jurors that 
bad prescribing is the standard for malpractice, a civil matter. "That 
is not what we are talking about," he said. "We're not talking about 
this physician acting better or worse than other physicians.” If 
Mclver was a bad doctor — but still a doctor, with intent to treat 
patients — he was innocent. "If you find that a defendant acted in 
good faith in dispensing the drugs charged in this indictment, then 
you must find that defendant not guilty,” Floyd said. But Floyd also 
told the jury to take bad doctoring into account in deciding Mclver’s 
intent. 

This instruction — that bad doctoring does not prove intent but 
could be considered when weighing his intent — is subtle and 
potentially extremely confusing. It apparently confused the jurors. I 
spoke to two jurors, who told me their own views and characterized 
the jury discussion. The overwhelming factor, they said, was that 
Mclver prescribed too much — the very red flag that alerted the 
insurance agent and set the case in motion. 

The jurors I spoke with said that by far the most important 
testimony came from Steven Storick, a pain-management doctor in 
Columbia and the government's expert witness. Reviewing the 
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records of patient after patient, Storick consistently testified that 
there were too many drugs. “This amount of medication is just 
extremely high in a situation like this," he said of one patient. This 
is “excessive," he said of another. 'That's Just an extremely high 
dose of drug," he said of a third. Storick, who declined to be 
interviewed for this article, testified that if he had a patient who 
exhibited no objective evidence of pain, he would not prescribe 
opioids. He would not have titrated patients as rapidly as Mclver did 
or given them discretion. He disagreed with Mclver's position that a 
doctor should try to bring a patient’s chronic pain down to a level of 
2. He would stop titrating when a patient reached 5 out of 10. 

The Jurors took Storick’s caution to heart, in part, they told me, 
because it resonated with their own experience with opioids and 
fears of addiction. I asked Jo Handy, a tall, elegant woman who Is 
now 39 and a real estate agent outside Greenville, why Mclver was 
convicted. “It was the excessive prescriptions," she said in an 
interview in her office. “Excessive, and the number of them. I've 
been on some pain medication. But along with some other Jurors we 
were, like, 'No — it’s too much.' " 

Handy said she knew Mclver's treatment was excessive because 
Storick said so, and because of her own experience. Thirty counts 
is normal," she said. “He was giving 60 or 90. A few of us had been 
on prescribed medicine. I had female issues. You as a person know 
not to take so much of that medication. If you were, you had a 
motive. Me, I still have a whole bottle left." 

Christopher Poore, another Juror, agreed that what swayed the Jury 
was the volume of drugs prescribed. The Jury kept going back to 
the expert testimony of the prosecution’s expert,” he told me when 
I met him in Anderson, a town 40 minutes from Greenwood. "It was 
beyond. It was too much." What should Mclver have done. I asked, if 
he wanted to avoid Jail? “He should have followed the convention 
more of what people are doing with pain medicine — not giving so 
much." Poore said. 

Poore, who is 40 and runs his family's heating and cooling 
business, described himself as the Juror most skeptical of the 
prosecution's case. There was another guy on the Jury who said his 
sister-in-law had been taking pain pills and she had gotten 
addicted," Poore said. “He said I was taking up for Mclver. I said. No, 
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I'm taking up for you and me and anyone else who's on trial. I 
wanted to see rules, that this guy broke the rule. I never saw a rule 
he broke." 

In the end Poore voted to convict. As is always the case, the jurors 
were dismissed before Mclver was sentenced. Poore told me he 
supposed Mclver was in prison. When I said Mclver was serving 30 
years, he looked shocked. 

Interviews with Jurors and the judge’s sentencing decision indicated 
that photos of the messy conditions in Mclver’s and Carolyn’s 
private offices also contributed to the impression that he was not a 
real doctor. Surprisingly, Mclver's contacts with law enforcement — 
the letter about Smith and the others was one of several — helped 
the prosecution's case. “He called an officer about a patient." John 
P. Flannery II, Mclver’s appellate lawyer, explained to me. “There is 
no response. He gets zero. He took their silence as a sign 
everything was O.K. They take that as knowledge of drug dealing." 

It mattered: the Fourth Circuit's opinion rejecting Mclver's appeal 
said, ‘That Appellant knew or suspected his patients of drug abuse 
is reflected by the fact that he wrote to state authorities to express 
concern that his patients might be selling their medication." 

I asked Grogan, the local diversion investigator on the case, why he 
didn’t follow up on Mclver’s suspicions. “I’m a cop, not a doctor," 
Grogan said. “I can’t say to prescribe medication or not. How do I 
know he’s not trying to fish me for information?" 

“He doesn’t have to call us to cut someone off," Mike Frederick, the 
chief deputy at the sheriff’s office, told me. This is no different 
than when regular illegal drug dealers will very often call us about 
other drug dealers. He did it most likely because he thought that 
person was a risk." 

I had assumed that Mclver’s use of many different types of 
therapies would help his case, by showing he was not running a 
classic pill mill. But it may have hurt. During the appeal, the 
prosecutor William Lucius argued that the other treatments 
represented the profits of drug diversion. He addicted patients with 
high doses of opioids, Lucius contended, “so they would continue 
to come back to him" and “he could charge them for the treatments 
he gave." 
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How typical is Mclver’s case? On the D.E.A.’s Web site the agency 
lists some of the doctors who have been prosecuted, and their 
crimes. There are some strikingly obvious and egregious cases of 
shady dealings: a doctor who wrote prescriptions in a gas station 
for a person who wasn’t present; one who sold blank prescription 
forms: one who dispensed drugs to people who then shared them 
with him. 

But not every doctor’s intent to deal drugs is as clear. Mclver was a 
crusader for high-dose opioids, credulous with patients and sloppy 
with documentation — a combination unwise in the extreme. But 
some of his patients said he was the only doctor who ever brought 
them relief. Prosecutors never brought any evidence that he 
intended to write prescriptions to be abused or sold. They never 
accused him of profiting from his patients’ diversion except in 
collecting office fees. His patients who diverted or abused their 
opioids all testified they got their prescriptions by consistently lying 
to him. Nor is it convincing that his prescriptions killed Larry Shealy. 

No one has analyzed the various prosecutions of pain doctors, so it 
is hard to determine how many of them look like Mclver’s. The 
D.E.A.’s list is incomplete. There have been many cases like 
Mclver’s, and most of these cases are not listed on the D.E.A.'s Web 
site. (One possible reason for this omission is that some of these 
cases are still being appealed.) And many cases that do appear on 
the list detail only vague crimes: convictions for prescribing 
‘‘beyond the bounds of acceptable medical practice" or “dispensing 
controlled substances . . . with no legitimate medical purpose" — 
which is how the agency will most likely describe the Mclver case if 
it ever includes the case on the list. 

The D.E.A. claims that it is not criminalizing bad medical decisions. 
For a prosecutable case, Caverly, the D.E.A. officer, told me: “I need 
there to be no connection of the drug with a legitimate medical 
condition. I need the doctor to have prescribed the drug in 
exchange for an illegal drug, or sex, or just sold the prescription or 
wrote prescriptions for patients they have never seen, or made up a 
name." 

I read this statement to Jennifer Bolen, a former federal prosecutor 
in drug-diversion cases who trained other prosecutors and now 
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advises doctors on the law. That's a good goal." she said. "I don’t 
think they have yet reached that goal." Mclver’s case had no such 
broken connection, and in many cases the government has not 
produced testimony of intent to push drugs, providing evidence 
only of negligence or recklessness. In 2002, Bolen was one of the 
authors of a Justice Department document intended as part of a 
basic guide to prosecuting drug-diversion cases. The document, in 
the form of a reference card, dispenses with any need for a broken 
connection. It suggests that prosecutors need not prove a doctor 
had bad motives, that to be within the law a doctor had to prescribe 
“in strict compliance with generally accepted medical guidelines" 
and that doing an abbreviated medical history or physical 
examination is "probative" of lack of a legitimate medical purpose. 
The reference card was on the justice Department’s Web site but 
was pulled, according to the Pain Relief Network, which provided 
the card to me. Bolen told me: “I have no problem saying that if the 
card was all there was, it was not acceptable. But it isn’t all there 
was." She described the card as one piece of a more thorough 
training, but added that many prosecutors followed its theories. 

Prosecutors are in essence pressing Jurors to decide whether an 
extra 40 milligrams every four hours or a failure to X-ray is enough 
to send a doctor to prison for the rest of his life. One doctor, Frank 
Fisher, was arrested on charges that included the death of a patient 
taking opioids — who died as a passenger in a car accident. A 
Florida doctor, James Craves, is serving 63 years for charges 
including manslaughter after four patients overdosed on OxyContin 
he prescribed — all either crushed and injected their OxyContin or 
mixed it with alcohol or other drugs. "A lot of doctors are looking 
for safe harbor," Caverly said. They want to know as long as they 
do A, B, C, D or E. they’re O.K." 

The D.E.A. once thought that this was not an unreasonable desire. A 
few years ago, it worked with pain doctors to develop a set of 
frequently asked questions that set out what doctors needed to do 
to stay within the law. The FAQ recommended, for example, that 
doctors should do urine tests and discuss a patient’s treatment with 
family and friends. In October 2004, the FAQ were erased from the 
agency’s Web site. One reason was that one of their authors, who is 
a doctor, was about to use the list to testify on behalf of William 
Hurwitz, a pain doctor in McLean, Va. (Hurwitz was convicted on 50 
counts of drug trafficking in 2004. His conviction was overturned. 
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and he was recently retried and convicted on 16 lesser counts. He is 
awaiting sentencing.) 

Caverly acknowledged the Hurwitz trial was one reason the FAQ 
were pulled, but said there were other reasons. He said such a 
checkoff list could tie the D.E.A.’s hands. “Some doctor’s going to 
pull that list of dos or don'ts out and say: ‘See, I'm O.K. I did these 
10.’ But there’s a new wrinkle there — an 11th one the doctor 
didn’t do.” he said. Most important, he went on to say, the FAQ had 
stepped over the line to insert the D.E.A. into issues of medical 
practice. “We have to stay in our lane,” he said. Those definitions 
are the professional community’s — not the D.E.A.’s.” 

In a perfect world, such reasoning would make sense. But the 
agency is defining issues of medical practice in dramatic fashion — 
by Jailing doctors who step over the line. It would not seem to be 
bothering, however, to draw the line first. 

The dilemma of preventing diversion without discouraging pain care 
is part of a larger problem; pain is discussed amid a swirl of 
ignorance and myth. Howard Heit, a pain and addiction specialist in 
Fairfax, Va., told me: “If we take the fact that 10 percent of the 
population has the disease of addiction, and if we say that pain is 
the most common presentation to a doctor’s office, please tell me 
why the interface of pain and addiction is not part of the core 
curriculum of health care training in the United States?” Will Rowe, 
the executive director of the American Pain Foundation, notes that 
“pain education is still barely on the radar in most medical schools.” 

The public also needs education. Misconception reigns; that 
addiction is inevitable, that pain is harmless, that suffering has 
redemptive power, that pain medicine is for sissies, that sufferers 
are just faking. Many law-enforcement officers are as in the dark as 
the general public. Very few cities and only one state police force 
have officers who specialize in prescription-drug cases. Charles 
Cichon, executive director of the National Association of Drug 
Diversion Investigators (Naddi), says that Naddi offers just about 
the only training on prescription drugs and reaches only a small 
percentage of those who end up investigating diversion. I asked if, 
absent Naddi training, officers would understand such basics as the 
whether there is a ceiling dose for opioids. “Probably not." he said. 
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There is another factor that might encourage overzealous 
prosecution: Local police can use these cases to finance further 
investigations. A doctor’s possessions can be seized as drug 
profits, and as much as 80 percent can go back to the local police. 

There are ways to prevent diversion without imprisoning doctors 
who have shown no illegal intent. They are increasingly used — but 
state authorities and doctors need to push even harder. The 
majority of states. South Carolina among them, do not yet have 
prescription monitoring — a central registry of prescriptions, which 
could help catch people getting opioids from several different 
doctors and pharmacies. Doctors should use more urine and blood 
tests, including screens that can tell quantities of drug present. 

Last year, state medical boards took 473 actions against doctors for 
misdeeds involving prescribing controlled substances. In many 
cases, their licenses were pulled. Physicians can also lose their 
D.E.A. registration, and with it the right to prescribe controlled 
substances. A few dozen do every year, although there is 
considerable overlap with medical-board actions. Washington is the 
first state to recommend that only pain specialists handle high- 
dose opioids; other states are likely to follow. 

But such guidelines are futile while there is one pain specialist for, 
at the very least, every several thousand chronic-pain sufferers 
nationwide. And even though pain is an exciting new specialty, 
doctors are not flocking to it. The Federation of State Medical 
Boards calls “fear among physicians that they will be investigated, 
or even arrested, for prescribing controlled substances for pain" 
one of the two most important barriers to pain treatment, alongside 
lack of understanding. Various surveys of physicians have shown 
that this fear is widespread. The bottom line is, doctors say they 
don’t need this," said Heit. They’re in a health care system that 
wants them to see a patient every 10 to 15 minutes. They don’t 
have time to take a complete history about whether the patient has 
been addicted. The fear is very real and palpable that if they 
prescribe Schedule II opioids they will come under the scrutiny of 
the D.E.A., and they don’t need this aggravation." 

Proper pain management will always take time, but the D.E.A. can at 
least ensure that honest doctors need not fear prison. It should use 
the standard it claims to follow: for a criminal prosecution to occur. 
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a doctor must have broken the link between the opioid and the 
medical condition. If the evidence is of recklessness alone, then it 
should be a case for a state medical board, the O.E.A.'s registration 
examiners or a civil malpractice jury. 

Undoubtedly, such a limit will allow a small group of pill-mill 
doctors to escape prison. But America lives with freeing suspects 
whose possible crimes are discovered through warrantless searches 
or torture — and unlike other suspects, doctors who lose their 
licenses are as incapacitated as those behind bars. For cases 
without the broken connection, prosecution is too blunt an 
instrument. It runs too high a risk of condemning innocent 
physicians to prison and discourages the practice of a medical 
specialty desperately needed by millions of Americans. 

Pain patients are the collateral victims here. It is worth 
remembering that the vast majority of Mclver’s patients were not 
people who abused or sold their medicines. One of those who 
didn't was a man named Ben, a tall, heavy man in his SOs who lives 
about 45 minutes from Greenwood. (He asked that his last name 
not be used because of the stigma still attached to taking opioid 
drugs.) Ben was once a mail carrier and a farmer and cattle rancher. 
But years of pushing 800-pound bales of hay wore out his back. In 
2001 he had an operation to fuse the bottom three vertebrae. The 
few Vicodin his neurosurgeon prescribed did not control his pain. "I 
never had enough to get me through the night.” he said. "He wasn’t 
going to go any further than Vicodin — and he was doing me a 
favor by doing that, because his other partners wouldn’t have done 
as much as he did.” His neurosurgeon recommended he find a pain 
doctor. He started seeing Mclver. The First examination. Ben said 
over coffee in a local Waffle House, was "extremely thorough — he 
had me crying. I hardly ever got out of there in less than two hours 
— he would be on top of me popping my back.” 

And he got opioids. With his typical imprudence, Mclver told Ben; 
“You don’t worry about it. take whatever you need to be pain-free, 
if it takes 2 pills or 10 pills. If you’re taking too much and slurring 
your words, you know to back off. Use some common sense.” At 
Mclver’s request, Ben kept a diary of what he took and how much. 
He reached a top dosage of five 80-milligram pills of OxyContin 
four times a day — more opioids than Shealy was taking at the time 
of his death. “I never felt high." he said. “They helped my pain. I 
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could get out and work, use the bulldozer. I was working a 250- 
head cattle herd. I was doing everything relatively pain-free 
because of the drugs. They gave me my life back." 

When Mclver was closed down, Ben was lucky enough to have a 
family physician he knew well who took over his case. But the new 
doctor took a very different approach. Ben now gets three 80- 
milligram pills of OxyContin a day, plus some breakthrough 
Roxicodone and 800 milligrams of Advil every four to six hours. 
“That’s it and I’m very, very lucky to have it," he said. "My doctor is 
afraid they will say it’s over the limit. I now get about three hours’ 
sleep a night. I can stand for 30 minutes, maybe." He can no longer 
handle ranching and has sold his cattle. He considers himself 
retired. 

With Ben’s permission I talked to his current doctor, who said Ben 
was a good patient but had been taking way too much. “I thought 
Ben made an error," he said. "He had been taking five or six times 
the recommended dosage. There are well-recognized levels, and 
you don’t step across the line. You may have to live with some 
pain." 

Opioids have immense power — both to harm and to heal. They can 
be life-destroying, but high doses allowed Ben to work, to be with 
his family, to be who he is. In its prosecutions of pain doctors, the 
government fails to recognize the duality of these drugs. Ben’s wife 
told me: “When Ben first went to Dr. Mclver and filled out the form 
on what he used to be able to do and what he could do now, he 
cried. Mclver said to him, 'I’m going to get you back to doing what 
you used to do.’ And he did." 

Tina Rosenberg is a contributing writer for the magazine. 
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U.S. Department of Justice 

Office of Legislative Affairs 


Office of the Assistant Attorney General 


Washington, D.C. 20530 

March 1 , 2008 


The Honorable John Conyers, Jr. 

Chairman 

Committee on the Judiciary 

United States House of Representatives 

Washington, DC 20515 

Dear Mr. Chairman: 

Please find enclosed a response to questions arising from the appearance of Drug 
Enforcement Administration Deputy Assistant Administrator Joseph Rannazzisi before the 
Committee on July 12, 2007, at a hearing entitled “The Drug Enforcement Administration’s 
Regulation of Medicine”. 

We hope that this information is of assistance to the Committee. Please do not hesitate to 
call upon us if we may be of additional assistance. The Office of Management and Budget has 
advised us that from the perspective of the Administration’s program, there is no objection to 
submission of this letter. 


Sincerely, 

Brian A. Benczkowski 

Principal Deputy Assistant Attorney General 


Cc: The Honorable Lamar S. Smith 

Ranking Member 
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“The Drug Enforcement Administration’s Regulation of Medicine” 
July 12, 2007 

Questions for the Hearing Record 
for 

Joseph T. Rannazzisi 
Deputy Assistant Administrator 
Office of Diversion Control 
Drug Enforcement Administration 


1. The Drug Enforcement Administration and the Food and Drug Administration are 
hoth involved in the approval of cannabis research (and researchers) prior to the 
issuance by DEA of a Schedule I registration. There seemed to be some confusion 
as to what this process is. Please describe in detail the process a would-be 
researcher must go through before DEA issues the registration and explain at each 
step what would prohibit the process from continuing. 

Response: 

The Controlled Substances Act (CSA) allows for bona fide research to be conducted on any 
schedule I controlled substance provided the researcher has obtained a registration from DEA 
authorizing such activity. The statutory criteria for obtaining a registration, including the role of 
the Secretary of Health and Human Services (HHS), are set forth in 21 U.S.C. § 823 (i). Among 
other things, the statute requires the researcher to submit a research protocol. The required 
contents of the research protocol are specified in the DEA regulations (2 1 C.F.R. § 1301.18). A 
detailed description of the process hy which DEA acts on applications for registration with 
schedule I controlled substances is also set forth in the DEA regulations (21 C.F.R. § 1301.32). 

In sum, the Secretary of HHS is responsible for evaluating the qualifications and competency of 
the researcher and the merits of the research protocol, and DEA is responsible for ensuring that 
the researcher will provide adequate controls against diversion and otherwise comply with the 
CSA and DEA regulations. An application may be denied if: the applicant fails to meet any of 
the foregoing requirements; the Secretary for HHS finds the qualifications and competency of 
the researcher, or the merits of the research protocol, to be lacking; or DEA determines that the 
researcher has failed to demonstrate that he/she will maintain effective control against diversion. 
If DEA seeks to deny the application for any reason, it must serve the applicant with an Order to 
Show Cause, affording the applicant the opportunity for a hearing in accordance with the 
Administrative Procedure Act, 21 U.S.C. § 824(c). 

2. During the heariug, testimony was offered that indicated investigations of pain 
management doctors and other doctors by DEA have caused concern that 
physicians who practice in this area of medicine are being targeted despite the 
service they provide to a number of pain sufferers. Does DEA believe this 
characterization is correct, and what is the process DEA uses to identify and 
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investigate doctors whose practices dispense large quantities of opioids and other 
pain relievers? 

Response: 


The characterization that the DBA “targets” physicians simply because they practice pain 
management is false and does disservice to those doctors acting professionally. The 
overwhelming majority of prescribing done by physicians in America is conducted responsibly. 
Often it is these doctors and pharmacists who dispense the medication who are the first to alert 
law enforcement to potential prescription problems. However, the small number of physicians 
who over prescribe controlled substances — carelessly at best, knowingly at worst — help supply 
America's second most widespread drug addiction problem. Although the problem exists, the 
number of physicians and pharmacists responsible for this problem is a very small fraction of 
those registered with DBA to prescribe and dispense controlled substances in the United States. 

DEA's obligation under the law and to the public is to ensure that pharmaceutical controlled 
substances are prescribed and dispensed only for legitimate medical purposes. By carrying out 
this obligation, DBA strives to minimize the diversion of pharmaceutical controlled substances 
for abuse while ensuring that such medications are fully available to patients in accordance with 
the sound medical judgments of their physicians. In this manner, DBA is committed to 
balancing the need for prevention, education, and enforcement with the need for legitimate 
access to these drugs. 

DBA investigates complaints against registrants for potential criminal and administrative 
violations. Sources of those complaints include state medical boards, patients, pharmacists, or 
employees of the doctor. If an investigation reveals possible criminal or civil violations of the 
CSA, DBA refers the matter to the United States Attorney’s Office for further review and 
whatever action that office deems appropriate. In addition, if DBA determines that there is a 
statutory basis under the CSA to revoke a practitioner’s registration, the agency has the 
discretion to initiate such proceedings. If DBA seeks to revoke a practitioner’s registration for 
any reason, it must serve him/her with an Order to Show Cause, affording the applicant the 
opportunity for a hearing in accordance with the Administrative Procedure Act, 21 U.S.C. 
824(c). 

DBA is also charged with registering companies, pharmacies, and physicians who handle or 
dispense controlled substances. Those who are registered to conduct this activity must meet and 
continue to meet various regulations that are set forth in the Code of Federal Regulations. 

DBA continues to work closely with the state medical boards and their affiliated 
organizations to alleviate any possible remaining misconceptions about how DBA carries out its 
administrative duties under the CSA. As stated in the 2006 Synthetic Drug Control Strategy, the 
Administration is committed to balancing the need for prevention, education, and enforcement 
with the need for legitimate access to pharmaceutical controlled substances. 

3. During the hearing, statements were made that it was inappropriate for DEA to 
investigate doctors, and that doing so was the equivalent of ‘regulating medicine.’ 
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Why does the DEA investigate and engage in the prosecution of pain management 
practitioners and others in the medical profession, when established state medical 
boards exist to monitor and punish ethical violations of medical practice? 

Response: 

Please note that DEA addressed this issue in its September 6, 2006, Policy Statement 
published in the Federal Register. As stated therein: 

DEA is the agency within the Department of Justice responsible for 
carrying out the functions assigned to the Attorney General under the CSA. 

These functions include enforcing and administering the CSA provisions 
governing the prescribing, administering, and dispensing of controlled 
substances. Thus, the scope of DEA’s authority is delineated by the extent 
to which Congress itself regulated controlled substances through the 
enactment of the CSA and assigned certain functions under the Act to the 
Attorney General. 

While the CSA is one component of the overall regulation of the practice of 
medicine in the United States, it bears emphasis that the CSA does not regulate 
the practice of medicine as a whole. Therefore, although DEA is the agency 
responsible for administering the CSA, DEA does not act as the federal 
equivalent of a state medical board overseeing the general practice of medicine. 

State laws and State licensing bodies (such as medical licensing boards) 
collectively regulate the practice of medicine. In contrast, the scope of the CSA 
(and therefore role of DEA) is much narrower. The CSA regulates only the 
segment of medical practice involving the use of controlled substances, and DEA 
is correspondingly responsible for ensuring that controlled substances are used in 
compliance with federal law. 

In particular, DEA’s role under the CSA is to ensure that controlled substances 
are prescribed, administered, and dispensed only for legitimate medical purposes 
by DEA-registered practitioners acting in the usual course of professional 
practice and otherwise in accordance with the CSA and DEA regulations. Each 
state also has its own laws (administered by state agencies) requiring that a 
prescription for a controlled substance be issued only for a legitimate medical 
puipose by state-licensed practitioners acting in the usual course of professional 
practice. 

There is nothing new in this arrangement of responsibilities between the federal 
and state governments. For more than 90 years (starting with the Harrison 
Narcotic Act of 1914, which was superseded by the CSA in 1970) federal law 
has placed certain restrictions on the medical use of federally controlled 
substances while, at the same time, the states have regulated the practice of 
medicine generally. In this respect, there has long been a certain amount of 
overlap between the federal and state oversight of controlled substances. 
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Beginning in the 1 930s and through to the present, states have adopted uniform 
controlled substance laws that were designed to promote standards that are 
consistent from state to state and in harmony with federal law. One such 
standard that has always been a fundamental part of these uniform state laws is 
the requirement that controlled substances be dispensed only for legitimate 
medical purpose by a practitioner acting in the usual course of professional 
practice - a requirement first articulated in the Harrison Narcotic Act. 

Accordingly, it has been the case for more than 70 years that a practitioner, who 
dispenses controlled substances for other than a legitimate medical purpose, or 
outside the usual course of professional practice, is subject to legal liability under 
both state and federal law. 

4. On May 15, DEA Administrative Law Judge Mary Ellen Bittner formally 

transmitted her recommendation to DEA Deputy Administrator Michele I,eonhart 
in which she found that it is “in the public interest” to end the federal monopoly on 
the supply of marijuana that can be used in FDA-approved research, held by the 
National Institute on Drug Abuse (NIDA). Following nine days of hearings, 
testimony, and evidence from both sides, including from researchers who reported 
that the government denied their requests for marijuana for use in FDA-approved 
research protocols, Judge Bittner concluded that, “NIDA’s system for evaluating 
requests for marijuana has resulted in some researchers who hold DEA 
registrations and requisite approval from [HHS and FDA] being unable to conduct 
their research because NIDA has refused to provide them with marijuana. I, 
therefore, find that the existing supply is not adequate.” She added, “Respondent’s 
registration to cultivate marijuana would be in the public interest.” 

Despite this endorsement by the one neutral arbiter assigned to examine the 
case and despite the fact that it has been more than six years since the University 
of Massachusetts initially filed its application, the DEA has yet to grant the license 
in accordance with the recommendation. With these facts in mind, I would like to 
know how long it usually takes the DEA to act on a recommendation from an 
administrative law judge. Could you please provide me with a list of all 
recommendations made by administrative law judges in the DEA since January 
20, 2001, along with the dates on which they were transmitted to final decision- 
makers at the DEA and the dates on which the recommendations were officially 
either followed or rejected through a final decision on the matter? 

Also, when can we anticipate a decision in this case? If the decision can be 
anticipated to require more time than the average time required in the reply to the 
first question, please state the reason. In addition, can you give us a commitment 
that the decision will be made during this Administration? 

Response: 

Please see attached chart. 
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5. In his written testimony of Joseph T. Rannazzisi, DEA Deputy Assistant 

Administrator, Office of Diversion Control, stated, “Nineteen researchers are 
currently approved to conduct research with smoked marijuana on human 
subjects.” Could you please provide the name and affiliation of each of these 
researchers, along with a short description of the research they are currently 
conducting? 

Response: 

Please note that the information requested in this question includes personally identifiable 
records maintained by DEA, which are protected by the Privacy Act. DEA is releasing this 
information to the subcommittee in response to this question under the exception for disclosures 
to Congress set forth in 5 U.S.C. § 552a (b)(9). 

• Donald Abrams, M.D. (University of California -San Francisco; CMCR*) 

• Mark Agius, M.D. (University of Califomia-Davis; CMCR*) 

• Robert Block, Ph.D. (University of Iowa) 

• Louis Cantilena, M.D., Ph.D. (Uniformed Services University of Health 
Services) 

• Jody Corey-Bloom, M.D., Ph.D. (University of Califoraia-San Diego; CMCR*) 

• Ronald Ellis, M.D., Ph.D. (University of Califomia-San Diego; CMCR*) 

• Richard Foltin, Ph.D. (Columbia University) 

• Alan Gevins, Ph.D. (SAM Technology Inc.) 

• Mark Greenwald, Ph.D. (Wayne State University) 

• Kent Hutchison, Ph.D. (University of Colorado) 

• Thomas Kelly, Ph.D. (University of Kentucky) 

• Scott Lane, Ph.D. (University of Texas-Houston) 

• Anthony Liguori, Ph.D. (Wake Forest School of Medicine) 

• Scott Lukas, Ph.D. (McLean Hospital) 

• Jane Metrick, Ph.D. (Brown University) 

• Godfrey Pearhson, M.D. (Institute of Living) 

• Donald Tashkin, M.D. (University of California Los Angeles) 

• Mark Wallace, M.D. (University of California -San Diego; CMCR*) 

• Barth Wilsey, M.D. (Department of Veteran Affairs; CMCR*) 

Of the 19 researchers listed above, 13 are conducting NID A- funded drug abuse research. 

An additional 6 are affiliated with the *Center for Medicinal Cannabis Research (CMCR) from 
the University of California and are investigating the use of smoked marijuana in six approved 
studies. 

The CMCR studies are evaluating the use of cannabis for the treatment of: HIV-related 
peripheral neuropathy; cancer pain; spasticity/tremor in MS patients; and chemotherapy-induced 
delayed nausea. These studies represent the breadth and scope of research using marijuana to 
study the potential therapeutic effectiveness of marijuana’s active ingredients. 


5 



222 


Policy on Letters of Non-Ohiection 

The committee has heard from a number of companies that DBA has virtually stopped 
issuing Letters of Non-Objection, or LONOs - since February of 2006. I would greatly 
appreciate it if you could help me understand the current LONG policy in greater detail, as well 
as DEA’s rationale behind the decision to implement this policy. 

6. How many LONO requests did DEA approve and deny in 2004, 2005, and in 2006 
until February 28, and what were the reasons for denial in cases where DEA 
rejected a LONO application? 

Response: 


During the time period in question, the DEA received approximately 1 ,069 requests for 
LONOs. Of that total, 41 (4%) were withdrawn by the importer after being notified that the 
LONO would not be issued. The breakdown by year is as follows: 2004, 519 LONO requests, 6 
(2%) withdrawn; 2005, 483 LONO requests, 32 (7%) withdrawn; 2006 (through Feb. 28), 67 
LONO requests, 3 (4.5%) withdrawn. LONOs not being issued were based on the reasonable 
belief that the products will be diverted for use in the clandestine production of illicit drugs. 

If there is reason to believe that the chemicals will be diverted into illicit channels, DEA 
sends the importer a 3-Option letter. This letter explains that a particular shipment may be 
diverted (21 U.S.C. § 971) and then gives the importer three options. The first option for the 
importer is to voluntarily withdraw the DEA-486; the second is to do nothing and in 30 days, it 
will automatically be withdrawn or the last option is to request a hearing. The letter furtlier 
explains the regulatory process and indicates that if the third option is chosen, then the shipment 
will be suspended and the importer has a right to a hearing. All importers are afforded the 
opportunity to participate in the regulatory system, 

7. How many LONO requests are currently pending before DEA? I would 

appreciate knowing when the LONO requests were submitted. How many of these 
LONO requests have been pending for more than 6 months without a response 
from DEA? 

Response: 

As of August 24, 2007, there were eight (8) pending DEA 486 (LONO) requests. There are 
no DEA 486s pending for more than six months. When a request is received from the importer, 
the request is usually processed within approximately two weeks. This time is dependent upon 
how quickly the down stream customers reply to DEA’s requests for information in order to 
conduct the verification process. The number of pending LONO requests changes daily as new 
ones arrive and are processed. 
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8. Are there any companies who have submitted a LONG application for whom a 
LONG has been approved? It is my nnderstanding that Wyeth and Bayer have 
both received snch approvals. 

Response: 

Please refer to the numbers provided in the previous responses. Companies do not submit a 
“LONG application”. Companies do, however, submit a form DEA-486, which is an 
Import/Export declaration form sent in to DEA by the importer. That form constitutes a request 
for the issuance of a LONG if the export is from a country that will not release shipments of 
ephedrine and pseudoephedrine unless the United State Government issues a LONG. Generally 
speaking, imports are approved unless cancelled by the importer or there is reasonable cause to 
believe the imported chemical will be diverted to the clandestine production of drugs. LONG 
requests from any importer of ephedrine and pseudoephedrine would have been approved unless 
there was reasonable cause to believe that the chemicals would be diverted to the clandestine 
manufacture of methamphetamine. Unless a LONG request is cancelled by the importer, all 
LONOs have either been approved or DEA has issued an order to suspend the shipment. 
Importers whose shipments are suspended are entitled to a hearing. However, LGNGs are issued 
only to registered importers. Wyeth and Bayer are not registered with the DEA as importers of 
List I chemicals. 

9. Has OEA received and approved any LGNG applications from companies who 
seek to import ephedrine or other List 1 chemicals nsed for prescription or related 
pharmaceutical uses? 

Response: 

DEA has received form DEA-486s for List I chemicals where the ultimate end-use is for the 
manufacture of legitimate prescription drug products and they go through the same downstream 
customer verification process as the OTC manufacturers. 

10. What criteria does DEA currently employ to approve or reject a LGNG request? 
Response: 

Title 21 U.S.C. § 971(c) states that the Attorney General may order the suspension of any 
importation of a listed chemical on the ground that the chemical may be diverted to the 
clandestine manufacture of a controlled substance. Upon the receipt of a LGNG request, the 
DEA conducts an investigation of the downstream distribution chain. If a determination is made 
that the product may be diverted, the LGNG is not issued. If the request to import the List I 
chemical is not withdrawn by the importer, DEA issues an order suspending the proposed 
importation. 

11. We have heard that DEA does not intend to approve any LGNG reqnests nntil the 
agency determines the “medical and scientific” necessity for List 1 chemicals, 
particularly ephedrine and pseudoephedrine? If so, why wonld the U.S. Food and 
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Drug Administration’s (FDA) determination of the medical necessity of ephedrine 
and other List 1 pharmaceuticals — as a condition of allowing them onto the 
market - not serve as sufficient evidence for DEA - especially in light of the 
apparent injury caused to responsible and law-abiding companies by the delay? 

Response: 

“Medical and scientific necessity” was not the terminology utilized by Congress in enacting 
21 U.S.C. § 971(c). Therefore, such terminology is not utilized by DEA in implementing this 
provision. DEA is mandated by 21 U.S.C. § 952(a)(1) to authorize the importation of ephedrine 
and pseudoephedrine only in such amounts as are necessary to provide for medical, scientific, or 
other legitimate needs of the United States. Furthermore, this is also in accordance with a United 
Nations resolution that urges the calculation of valid licit use estimates for ephedrine and 
pseudoephedrine and allows for monitoring by the U.N. International Narcotics Control Board 
(INCB) to help keep imports and exports within these licit use estimates. Although a product 
may be approved as “safe and effective” by the FDA for a medical use, only the amount 
necessary to provide for the legitimate needs of the United States may be imported. DEA 
processes requests to import all controlled substances and listed chemicals thoroughly prior to 
deciding whether to send a LONG or deny the importation. DEA does not concede that any 
company has been injured by any alleged delay in this process. 

The Assessment of Annual Needs represents those quantities of ephedrine, pseudoephedrine, 
and phenylpropanolamine which may be manufactured domestically and/or imported into the 
United States to provide adequate supplies of each chemical for: the estimated medical, 
scientific, research, and industrial needs of the United States; lawful export requirements; and the 
establishment and maintenance of reserve stocks. DEA obtained assistance from a private 
independent contractor, IMS Health Government Solutions, to develop estimates of the medical 
needs of the United States for both ephedrine and pseudoephedrine. 


12. What is DEA’s statutory authority and substantive expertise to make medically- 
based determinations such as “medical and scientific” determinations of List 1 
chemicais? Does DEA coordinate with other agencies such as the FDA or HHS in 
making those determinations? 

Response: 

DEA’s statutory authority rests in 21 U.S.C. §952. This statute prohibits the importation of 
controlled substances or ephedrine, pseudoephedrine, and phenylpropanolamine except in 
amounts “as the Attorney General finds to be necessary to provide for medical, scientific, or 
legitimate purposes”. When making a scheduling recommendation, DEA coordinates with 
FDA/HHS for their expertise in evaluating a particular drug. 


Since this question is similar in content to question 6, the response must by necessity repeat 
some of the answer to that question. The Assessment of Annual Needs represents those 
quantities of ephedrine, pseudoephedrine, and phenylpropanolamine which may be manufactured 
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domestically and/or imported into the United States to provide adequate supplies of each 
chemical for: the estimated medical, scientific, research, and industrial needs of the United 
States; lawful export requirements; and the establishment and maintenance of reserve stocks. 
DBA obtained assistance from a private independent contractor, IMS Health Government 
Solutions, to develop estimates of the medical needs of the United States for both ephedrine and 
pseudoephedrine. 

13. If DEA has, in fact, adopted a policy of deferring decisions on LONG 
applications until a medical and scientific necessity of List 1 chemicals is 
determined, what provisions are being extended to lawful importers and 
distributors whose business and livelihood depend on the continued importation of 
raw materials? 

Response: 

DEA does not have a policy of deferring decisions on LONG requests based on medical and 
scientific necessity. 

14. How many incidents have there been where Over-The-Counter (OTC) ephedrine 
combination products such as Primatene or Bronkaid have been found to be used 
in the manufacture of methamphetamine, and what percentage of the total 
methamphetamine supply in the U.S. does DEA believe comes from illicit diversion 
of these specific types of combination products? 

Response: 

An exact number of incidents where OTC pseudoephedrine and/or ephedrine combination 
products have been found in clandestine laboratories is not possible to ascertain. Clandestine 
laboratories are often found in various stages of production with the precursor chemicals in 
solution or finished product. Both combination and single entity OTC ephedrine and 
pseudoephedrine products are found at clandestine methamphetamine labs. It should be noted 
that traces of antihistamines or other residual ingredients are frequently encountered in 
methamphetamine samples taken at clandestine labs, indicating the diversion of OTC 
combination products. 

As provided in testimony on July 1 2, 2007, brands found in 87 labs in 2006, included BDI, 
Blue Label, Mini Thins, Brochis, Mini Ephedrine, Double Action Ephedrine, Rapid Ephedrine, 
Fred’s Private Label, Ephedrine Extra, Biotech, AM, BC Powder and Ultra Max Strength. Those 
are all off-brand, gray market, crypto-generic products. 

Evhedrine Import Policy 

The committee is concerned over the uncertainty of how import quotas pertaining to List 1 
chemicals will be allocated amongst small importers. This lack of information and uncertainty 
about the supply of essential List 1 chemicals for their health products has disrupted short- and 
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long-term business operations. Importers and distributors are anxious to plan for their future 
distribution of product to potential customers, including chain drug stores. 

In light of this uncertainty, please respond to the following questions: 

15. What criteria will DEA use in making import quota allocations? 

Response: 

Registrants are required to submit a completed DEA Form 488, Application for Import 
Quota for Ephedrine, Pseudoephedrine, and Phenylpropanolamine, in order for DEA to establish 
an individual import quota. DEA will evaluate the information submitted on the application 
including data relating to purchases, sales, and inventory for the current and preceding two years. 
However, certain import quota requests might require additional information such as product 
development requirements or other requirements necessary to complete bona fide scientific 
research/clinical trials. DEA has expertise in processing these types of quota applications for 
manufacturers of controlled substances in Schedules I and II and will work with quota applicants 
to obtain the information necessary to process these types of quota requests. 

16. When will proposed import allocations be made by DEA? 

Response: 

On July 10, 2007, the DEA published in the Federal Register, an Interim Final Rule with 
Request for Comment which implements the quota provisions envisioned by Congress when it 
passed the Combat Methamphetamine Epidemic Act (CMEA) in March 2006. Although the rule 
became effective immediately, DEA did not administer individual quotas to importers of these 
List I substances for imports required in 2007. Instead, DEA has been obtaining 2008 import 
applications which will be adjudicated after DEA publishes a final rule in the Federal Register 
establishing the 2008 Assessment of Annual Needs for each of these List I chemicals. The 2008 
Assessment of Annual Needs was published in the Federal Register on December 27, 2007 (72 
FR 75561). 

On December 27, 2007, DEA issued individual import, manufacturing and procurement 
quotas to 38 applicants who had filed timely quota applications. DEA received exactly 100 
complete applications in 2007 for 2008 quotas; approximately 40% were received in the month 
of December and currently remain under review. Three (5) of the sixteen (16) import quotas 
received in 2007 were issued on that day. Until a quota has been allocated to importers, it will 
not be permitted to handle any subject materials. DEA is not currently aware of any delays in 
this process. Looking forward, it is not anticipated that any delays, to the extent they become 
reality, will cause extended waiting periods. 

17. Once import allocations are proposed, will DEA provide importers with an 

opportunity to submit comments and make recommendations for revisions in 
the import formula? 


10 



227 


Response: 

The assessment of annual needs (AAN) represents the total quantity of ephedrine, 
pseudoephedrine, and phenylpropanolamine determined to be necessary to be manufactured and 
imported during the calendar year. The DEA shall publish in the Federal Register a general 
notice of an assessment of annual needs for ephedrine, pseudoephedrine, and 
phenylpropanolamine. Any interested persons are permitted to fde written comments on or 
objections to the proposed AAN within the designated comment period. After consideration of 
any comments or objections, the DEA shall issue and publish in the Federal Register the final 
order determining the AAN for the chemicals. 

18. Once import allocations are Unalized, what process will DEA establish to allow 
importers to request modifications to the allocations based on production and 
sales data? 

Response: 

Any person to whom an import qnota has been issued may at any time request an adjustment 
in their individual import quota. Applications for adjustments to an individual import quota 
which are received during the calendar year must be denied by DEA within 60 days of receiving 
a completed request for such adjustment, otherwise the request is deemed approved 21 U.S.C § 
952(d) (21 C.F.R. § 1315.36). 

Any persons to whom an individual import quota has been issued may, at any time during 
the calendar year, request an adjustment in their individual import quota by applying to the 
Administrator with a statement that establishes the basis for the adjustment. 

Harassment of Small Business 

The Committee is aware of specific instances of DEA investigators threatening to issue 
show cause letters simply for doing business with convenience stores, which the DEA has 
defined as the “gray market.” Furthermore, and even more alarming, we are aware of small 
businesses being asked to surrender their List 1 chemical licenses without any evidence of 
wrongdoing. 

An example of this policy and practice is contained in the transcript of an April 1 8, 2006 
administrative hearing regarding a List 1 chemical distributor in Tennessee. 

A DEA Investigator testified that it is DEA’s policy to seek the license revocation of any 
List 1 chemical distributor who conducts business with the so-called gray market, even in the 
absence of any evidence of chemical diversion or violations of DEA regulations. During cross 
examination by counsel at the administrative hearing. Investigator Graham responded to the 
following questions: 

Q. “ ...Is it your testimony that it’s DEA policy to seek the revocation of any 
person or entities that is registered and sells in the gray market? " 
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A. “Yes, sir. 

Q. “Irrespective of whether they abide by the rules and regulations? ” 

A. “Yes, sir. ” 

Q. “My question is, is it DBA policy to revoke the registrations of persons who 
are selling in the gray market, but comply with rules and regulations of the sale of 
List 1 chemicals?” 

A. “...I would like to respond to your question. Generally, the answer is yes. buti 
must stress that the issue is what they are selling. Now when we talk about the 
nontraditional products into gray market establishments, yes, we seek those 
revocations. ” 

Q. “Even when those persons or businesses follow the Code of Federal 
Regulations?” 

A. “Yes, sir. ” 

Due to these concerns, please respond to the following questions: 

19, What is DEA’s overall enforcement strategy in identifying and dismantling 
small toxic laboratories (STLs) that produce Methamphetamine? 

Response: 

Firstly, DEA regrets the Committee’s use of the word ‘harassment’ in the title of this section 
of questions. In seeking answers, use of the word inherently assumes the Committee has already 
taken a position. 

As a testament to the effectiveness of the Combat Methamphetamine Epidemic Act (CMEA) 
passed by Congress and strong state legislation, DEA statistics show a 41% decrease in the 
number of methamphetamine laboratories in 2006 from the previous year. This is 41% fewer 
laboratories that will expose children to hazardous chemicals, 41% fewer laboratories that state 
and local law enforcement officers will spend hours overseeing environmental clean-ups, and 
41% fewer laboratories that state and local agencies will have to spend thousands of dollars in 
hazardous waste clean-ups. It is also 41% fewer labs producing a toxic drug that ruins American 
families and communities and weakens our productivity. 

A logical means to eliminate the STLs is to choke off their sources for meth ingredients, 
mainly ephedrine and pseudoephedrine of the kind found in OTC cold remedy products. The 
recent significant reduction in the number of domestic small toxic labs and legislation restricting 
access to methamphetamine precursor chemicals has allowed DEA’s Clan Lab Enforcement 
Teams to expand their efforts beyond dismantling methamphetamine labs. These teams can now 
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concentrate on identifying and targeting large-scale Mexican methamphetamine trafficking 
organizations. These teams use their lab expertise to trace chemicals, finished 
methamphetamine, and drug proceeds to drug trafficking organizations in the U.S. and Mexico. 
These teams also work to identify and dismantle U.S.-based methamphetamine transportation 
and distribution cells. 

DBA is committed to keeping our communities safe from the dangers of methamphetamine 
production and abuse. Preventing the use of chemicals from being diverted to clandestine labs 
for use in the production of methamphetamine and enforcement of the CMEA are important 
elements in that effort. 

20. What is DEA’s current enforcement policy with regard to identifying 
precursors used in clandestine laboratories for the production of illicit 
methamphetamine? 

Response: 

DBA investigators are trained to pursue all leads, including backtracking of chemicals 
heading to or found at a clandestine lab site, chemical cache, or dumpsite. 

21. Did the DEA Investigator at question here accurately describe DEA’s 

enforcement policy during his testimony at the April 18, 2006, hearing, that 
DEA is seeking the revocation of any List 1 chemical registrant who is doing 
business with the gray market? 

Response: 

The Diversion Investigator testified truthfully, but mistakenly, based on his understanding of 
DEA’s policies and procedures. In fact, DEA does not have a policy to revoke the registration of 
every distributor that sells scheduled listed chemical products to “gray market” outlets. The 
investigator’s testimony would have been more precise if he testified that so-called gray market 
ephedrine and pseudoephedrine products deemed to be obtained and diverted for use in the illicit 
production of controlled substance are often found in gray market venues. This marketplace for 
non-traditional products is a known source for domestic methamphetamine production. 
Accordingly, distributors that sell gray market products to gray market outlets often present a 
significant risk of diversion of scheduled listed chemical products. 

22. If DEA does have a policy of seeking the revocation of List 1 registrants that 
do business In the gray market, what Is the policy specifically, and what Is the 
statutory or regulatory basis for such policy? 

Response: 

DEA does not have such a policy. 
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23. How does DEA define the so-called “gray market?” 
Response: 


DEA knows by experience that a “gray market” exists wherein certain pseudoephedrine and 
ephedrine products are distributed only to non-traditional outlets for medications such as 
convenience stores and gas stations and from where they have a high incidence of diversion with 
little or no accountability as to their final uses. These “gray markef ’ products are not sold in 
large discount stores, retail pharmacies, or grocery chains, where legitimate sales of therapeutic 
OTC drugs predominate. “Two-way” combination ephedrine and high strength single-entity 
pseudoephedrine products, which are “crypto-generic” in that they are manufactured by firms 
with no discernible market share or observable demand, are the primary products in this “gray 
market” industry. These products are rarely found in any retail store serving the traditional 
therapeutic market. Many distributors of these products distribute ephedrine to convenience 
stores, gas stations, and other “gray markef’ retailers in amounts that far exceed legitimate 
demand for therapeutic use. 

Despite numerous public announcements and letters to distributors, DEA believes that many 
of the “gray markef’ retailers of these products have not self-certified under the provisions of the 
Combat Metharaphetamine Epidemic Act and, therefore, have not come into compliance with the 
Act. 

Ill the recent past, several cases have been adjudicated which resulted in decisions favoring 
the government. One such final rule, FR Doc 04-4127 [Federal Register: February 25, 2004 
(Volume 69, Number 37)] [Notices] [Page 8682-8696], re: Branex - Final Order - 02/25/04, 
demonstrates the gray market principle. 

24. Does DEA have any evidence that traditional convenience stores and small 

retail establishments are intentionally diverting List 1 chemicals into STLs? If 
so, what evidence exists? 

Response: 


According to DEA reports, convenience stores and gas stations in many states have, for 
years, continued to be the primary source for precursors being diverted to illicit 
methamphetamine laboratories. 

During March 2001, DEA utilized an expert in the field of retail marketing and statistics to 
analyze national sales data for OTC, non-prescription drugs. Using official government and 
commercially available sales data, he was able to construct a model of the traditional market for 
pseudoephedrine in the retail sector. His study showed that over 90% of all sales of non- 
prescription drug products occurred in drug stores, grocery stores and large discount 
merchandisers. A very small percentage of such sales occurred in convenience stores, and many 
convenience stores do not sell any OTC drug products at all. 
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This expert analyzed expected sales of non-prescription drugs by convenience stores that 
sold such products and found that they constituted a very small portion of their total sales. The 
average small convenience store averages about S1^000,000 in gross sales. Health and beauty 
aids category (HABA) averages about 2-3% of gross sales. Cough and cold products, a subset of 
HABA, average about one-fourth of HABA sales. The expert calculated that single-entity 
pseudoephedrine sales were about 5% to 10% of cough and cold sales. Accordingly, the average 
small store could expect to sell monthly only about SO.OO to S40.00 worth of pseudoephedrine 
products. At an average markup of 40% over wholesale prices, this would translate to about 3 to 
12 packages a month. He calculated that the potential for sales of combination ephedrine 
products was about only one-fourth of those pseudoephedrine sales levels. 

DBA has observed through investigations that a number of “gray market” convenience 
stores and gas stations, to the extent that DBA even knows of them, have routinely demonstrated 
a reckless disregard of the spirit of the CMEA quantitative sales limits, by not monitoring sales 
to individuals either in a single day or during the 30-day period. It has been observed that on a 
regular basis, the same individual or individuals made multiple package purchases that exceeded 
the single day sales and/or 30-day purchase limits, without denial by the outlet. 

DEA has obtained anecdotal evidence in some investigations that the owners or employees 
of convenience stores suspected that purchasers of List Tproducts were diverting these products 
to the clandestine manufacture of methamphetamine. Whether a retail seller or a distributor 
intentionally diverts scheduled listed chemical products or unwittingly sells such products that 
are ultimately diverted, DEA must take steps to protect the public from clandestinely 
manufactured methamphetamine. 

25. Does DEA have a long terra strategy to eliminate all sources of List 1 
chemicals from the marketplace? 

Response: 

No such strategy exists. Moreover, DEA would not deny the legitimate needs of these 
chemicals from the public. It is, however, DBA’s Congressional mandate to protect the public 
from those who would divert controlled substances and listed chemicals from legitimate channels 
for non-legitimate purposes. 

26. As a follow up to Dr. Helden’s testimony that most products found in small 
toxic laboratories were named brand products rather than off-brand products, Mr. 
Rannazzisi responded by saying that off brand products were, in fact, being found in 
large quantities. There seems to be a disparity in these two answers. The 
Subcommittee would like to clear this up, and, for this reason, would like the DEA to 
provide documentation showing that after the enactment of CMEA, there has been a 
consistently greater presence of brands sold in small retail outlets versus name brand 
or so-called “conventional” retail brand generics during clandestine lab seizures. 
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Response: 


The question mischaracterizes Mr. Rannazzisi’s testimony. At no point in his remarks did 
Mr. Rannazzisi say that name brand products were not being found in methamphetamine 
laboratories, nor did he characterize quantities of off-brand products as being large, he simply 
identified by name those gray market products which were found in laboratories. 

In responding to Mr. Heiden’s testimony on this issue, Mr. Rannazzisi said: 

“Now, 1 noticed in Mr. Heiden’s testimony, he says the products 
distributed by ACRC and other small distributors are off-brand 
combination ephedrine asthma relieve products which are not found in 
illicit labs as precursors to make methamphetamine. That is incorrect. 

In 2006, we had 87 labs with brand names like BDl, Blue Label, Mini 
Thins, Bronchis, Mini Ephedrine, Double Action Ephedrine, Rapid 
Ephedrine, Fred’s Private Label, Ephedrine Extra, Biotech, AM BC 
Powder, Ultra Max Strength. Those are all off-brand, gray market crypto- 
generic products.” 

Dr. Fleiden suggests that he has data on all small toxic laboratories in support of his saying 
that the name brand products are found more often than off-brand products. Often law 
enforcement does not know the source of the products found in clandestine labs because the lab 
operators have discarded or destroyed the packaging materials. Additionally, the quality of the 
reporting of seized material labeling by various agencies is inconsistent. Mr. Rannazzisi simply 
stated that off-brand products were found in large quantities. Off-brand manufacturer and 
distributor data, particularly with respect to ephedrine products, suggests that off-brands would 
likely be found in clandestine labs. 

The attached charts show 92 clandestine meth lab seizures where it is known that ephedrine 
products were being used in the manufacturing process. During the same time period, 7,345 labs 
were seized. As in years prior to the enactment of the CMEA, traffickers continue to go to great 
lengths to disguise the identity of the precursor products from law enforcement. However, 
intelligence information from all law enforcement sources indicates that ephedrine products, 
especially those products sold in small retail outlets, are favored by traffickers. (See attachments 
below.) 


27. Dr. Heiden devoted a considerable amount of his testimony challenging the 
DEA’s use of outside data in formulating an annual needs assessment for the 
importation of Ephedrine. The only response to Dr. Heiden’s testimony Mr. 
Rannazzisi made was that the DEA is reviewing comments and would be out with 
a revised assessment shortly. Before the DEA issues its final needs assessment, and 
completes the Interim Final Rule that it issued two days before the hearing, the 
Subcommittee would appreciate DEA providing the following: 
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a. The amount of raw materials known to be diverted in prior years 

versus the quantity of raw materials on approved LONOs for that 
same year for all importers and manufacturers. (See footnote 
below) 


Response: 

The amount of diverted List 1 raw materials is unknown. Therefore, a direct correlative 
relationship is meaningless. Annually, the DBA receives an average of about 500 requests per 
year for LONOs. A LONG was issued in approximately 95% of the cases. In the balance of the 
cases, fewer than 5%, the request was withdrawn after DBA made notification to the importer 
that a LONG would not be issued because of diversion concerns. 

b. What is DEA’s justification for its initial quota policy causing 
additional “auticipatejd] significant economic impact” on small 
businesses when the CMEA has already effectuated a major decline in 
diversion rates? (See pg.37445, FR DOC E7-13377) 

Response: 


Legitimate small businesses should not expect to experience such an impact. The Office of 
Chief Counsel, Diversion & Regulatory Litigation Section (CCD) engaged the services of a 
marketing expert. Since 2000, the Office of Diversion Control (OD) and CCD have used market 
studies which support DEA’s position regarding these products. According to the expert, who 
has testified in court and at show cause proceedings in which the government prevailed, these 
products are being distributed in quantities far in excess of their expected market share. In other 
words, they sell more than the nationally recognized brand, yet do not even register as a 
competitor in the same marketplace as the nationally recognized brand leader. This can only be 
because their products are aimed at the illicit market. 

28. In his testimony, Mr. Rannazzisi made specific reference to the success of the 

CMEA in reducing the diversion of over the counter products (OTC) to small toxic 
laboratories to produce methamphetamine. He stated, however, that the agency 
continues to be concerned with the contribution of products sold to convenience 
stores tied to the meth problem. In light of these assertions, the Subcommittee 
would like the agency to provide the subcommittee with specific evidence 
demonstrating the extent to which reduction of diverted OTC products is 
attributable to the CMEA compliance of the distributors and employees of what 
DEA deems to be “conventional outlets”(drUg stores, grocery stores, discount 
department stores, superstores, and electronic mail order houses)? (See pg.37445, 
FR DOC E7-13377). 

Response: 

Even prior to the enactment of the CMEA, well before September 30, 2006, a number of 
traditional (“conventional”) outlets engaged in voluntary measures to curtail potential diversion 
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of pseudoephedrine and or/ephedrine-containing drug products by instituting point of purchase 
sales limits, and placing ephedrine and pseudoephedrine-containing drug products behind the 
counter. 

Bayer Corporation and Wyeth, manufacturers of Bronchaid and Prrmatene, respectively, the 
only two ephedrine-containing brand name products sold in the marketplace at traditional outlets, 
have long considered these products as fading away, in that sales of these products continue to 
decrease year by year. Other manufacturers have abandoned using ephedrine altogether and 
reformulated products with phenylephrine. Phenylephrine cannot be used successfully in the 
illicit manufacture of methamphetamine. 

a. If the DEA dubbed, “non-conventional outlets” contributed to the 
majority of diverted OTC products, then how can these same 
businesses be denied recognition for the significant decline in the 
seizures of Clandestine Methamphetamine Labs? 

Response: 

The concern lies with the training of employees for the self certification process and the 
greater oversight given to employees in conventional outlets versus non-conventional outlets. 
DEA has sent individuals into convenience stores to gather information on the record keeping 
process to determine if the log book requirements were being followed. On the whole, clerks in 
the convenience stores did not check identification against what was wntten in the log books 
while the larger more conventional outlets did in fact check the identification against what was 
written in the log books. 

Despite the logbook requirement, “smurfing” (going from store to store and purchasing the 
maximum daily limit) continues because there is no apparatus for stores to compare logbooks. 

b. In light of the dramatic and undeniable effects of the CMEA’s 
regulations on the reduction of diverted OTC products containing 
PSE and EPH; why is DEA policy still contradicting the CMEA, by 
effectively banning the convenience store industry and its 
consumer’s access to these products? 

Response: 


DEA policy does not contradict the CMEA and it is not DEA’s intent to ban the 
convenience store industry from access to these products. 

* Footnote : CLSS (Clandestine Laboratory Seizure System @ EPIC) has the 
statistics available that would reveal how many pounds of methamphetamine were 
illicitly manufactured in 2006 * from products diverted via all retail outlets.** 

That amount (number of pounds of methamphetamine) can then be converted into 
the kilograms of raw materials required to produce that amount. Next, calculate 
the kilograms of raw materials that were approved for import that year for the 
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manufacture of ALL OTC products containing PSE and EPH. Subtract the 
estimated diverted kiiograms from the amount that was actuaiiy imported, and 
you shouid end up with an importation ievei that reflects the amount of raw 
materials that were not diverted, and that is the amount that shouid be approved 
for the foiiowing year Not an amount based loosely on estimates of how many 
cold, allergy and asthma suffers there are and where they shop. 

* In 2006, when CMEA was enacted, not all retail regulations were in effect until 
September. 

**For 2004, CLSS reported that 3,156 lbs of Methamphetamlne was illicitly 
manufactured from products diverted from all retail/wholesale outlets. (During 
that year, lab seizures were approximately 700% greater than annualized data 
currently available for 2007, and 230% greater than 2006 data.) 

Response: 

For the record, this footnote is incorrect to state that “For 2004, CLSS reported that 3,156 
lbs of Methamphetamine was illicitly manufactured from products diverted from all 
retail/wholesale outlets.” 


In 2004 there were 17,860 meth lab incidents (labs, dumpsites). In most, if not all these 
incidents, ephedrine/pseudoephedririe tablets were used to manufacture methamphetamine. Just 
because the brand cannot be determined, does not mean that these tablets were not used, and 
therefore, no statement can be made that only 3,156 lbs of methamphetamine was manufactured 
from ALL retail/wholesale outlets. 

In the vast majority of clandestine laboratories, it is difficult for law enforcement to 
determine the name brand of ephedrine/pseudoephedrine tablets, gel-caps or liquids that have 
been used. In most instances, the law enforcement officers may only find materials that have 
already been removed from the packaging therefore making it impossible to determine the brand. 
List 1 materials found in solutions obviously would make source determination improbable. Due 
to these conditions, there may be inherent under-reporting or mis-reporting considerations. 
Therefore, no system exists for making a reliable empirical determination of the amount of 
methamphetamine resulting from specific retail and wholesale products' diversion. 

Again, DBA has engaged an expert in the field of retail marketing and statistics who has 
studied purchases of drug products containing ephedrine and pseudoephedrine at the 
convenience store level. In his studies he has concluded that retailers purchase these products in 
amounts that are far in excess of legitimate need when comparing the purchases to 
demographies, census data, and statistical sales data obtained from the convenience store 
industry. 
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Honorable Representative Robert C. Scott, Honorable Representative J. Randy Forbes, 
Honorable Representatives, Members of the House Committee on the Judiciary Members of the 
Subcommittee on Crime, Terrorism, and Homeland Security. 

I seize this opportunity to express my gratitude for the constant and great support that the 
Congress and the Government of the United States have given to the battle against drugs in all 
its aspects, from the battle against trafficking to the control of precursor chemicals for the 
production of the same. Drug trafficking is a factor that destabilizes and threatens our 
democratic institutions and fuels terrorism. 

We, as Permanent Representatives at the United Nations in Vienna, are asking the international 
community’s support and especially the European countries help to fight this scourge at the root. 
The fight against drug trafficking needs the international solidarity expressed in cooperation and 
assistance, an assistance whicto has been amply provided by the DEA ail over the world. 

Mr. Chairman: 

During my professional life, i had the opportunity to work very closely with the Drug Enforcement 
Administration (DEA) as Director of Anti-Narcotics of Colombia, from 1989 to 1992, and as 
Director General of the National Police of Colombia, from 1994 to 2000. I want to stress that in 
the developments in the fight against drug trafficking in my country, the DEA has played a 
fundamental role due to its professionalism, its knowledge and know-how and its dedication in 
fighting against a scourge that has caused much harm not only to Colombia, but to the entire 
international community. 

In 1990 we jointly discovered the surge of illegal sowing of poppy and it was the DEA that taught 
us about the processing of heroin and its illicit commercialisation, directed especially towards the 
United States of America. Since the Police did not have any knowledge of this process, we 
turned to the DEA and they were present with us when we discovered the first heroin processing 
lab, and their company was vital in the initiation of the eradication of poppy via aerial fumigatfon, 
as also in the first captures of persons that were introducing our country to this new market of 
drug trafficking. 

The training of many officers in the DEA premises in Washington, as also the constant 
cooperation with the Office in Bogota, allowed for a conclusive neutralising of the heroin mafia 
that was especially led by the organisations of the Cali Cartel and others. 

Thanks to the cooperation of the DEA, we established an organised group that allowed for the 
detention of the Cali Cartel in record time due to the excellent coordination and professionalism of 
both police. 

In 1994-1995 important detentions were made in cooperation with the DEA, such as: 

1. JORGE ELICIER RODIRGUE OREJUELA, alias CANENGO 

2. GILBERTO RODRIGUEZ OREJEUEU, alias EL AJEDRESISTA 

3. MIGUEL RODRIGUE OREJUELA, alias ELSENOR 

4. JOSE‘'CHEPE"SANTACRUZ 

5. NELSON URREGO 

6. PACHO HERRERA 

7. GARMENDIA 
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B. ALBERTO ORLANDO GAMBOA, alias EL CARACOL 
9. PASTOR PERAFAN 

It is important to highlight the presence of the DEA in one of the most important operatives during 
my tenure, called Operation Millennium, from 1999, in which 32 drug traffickers were captured 
simultaneously and extradite to the United Status of America. Among them were important heads 
that had participated in the actions of the Medellin Cartel, such as Fabio Ochoa and Alejandro 
Bernal. The detentions included the following drug traffickers: 

i. EDWIN HERMAN ABERLADRO GOMEZ MORENO 

ii. JAIRO DE JESUS MESA SANIN 

ill. RICARDO PASTOR OCHOA 

iv. HECTOR MARIO LONDONiO VASQUES 

V. FREDDY IVA OCHO MEJIA 

Vi. HERMES DE JESUS BETANCOURT RIOS 

vii. LUSI CARLOS SULUOAGA 

viil. JUAN GUILLERMO ARBELAEZ DIAZ 

ix. NESTOR ALBERTO GIRALDOPAUCiO 

X. HRACIO DEJESUS MORENO URIBE 

Xi. OSCAR ALIONZO GOMEZ MORENO 

xii. CARLOS DAVID BARRERA 

xiii. CARLOS MARIO LONDONO BOTERO 

All of the above were condemned by a Miami Court. 

At an international level, and as Representative of Colombia to the United Nations Office on 
Drugs and Crime (UNODC), I wish to render testimony to the high prestige of the DEA in 
international circles, where its cooperation activities are well known, not only those in Latin- 
America, but also its cooperation with the police of Austria, Spain, Portugal, and Turkey, among 
many other European nations, which allows for a global network in the fight against drug 
trafficking. 

Having worked jointly with the DEA for ten (10) years, I wish to render homage of admiration and 
respect, because this cooperation and efficiency allowed us fundamental developments in the 
fight against drug trafficking, a scourge that has caused much damage to humanity. I wish to 
underline the DEAs capacity, assiduousness, and good spirit of service, traits that were picked up 
by the National Police of Colombia, creating two very strong institutions thanks to the cooperation 
between the Directive levels and specialised Agents, as also by the American Government and 
Congress, who with its accompaniment assisted in the technical and scientific development of the 
National Police of Colombia, strengthening the knowledge and means to construct a world 
without drugs. 

Thank you very much. 


General (r) ROSSO JOSE SERRANO CADENA 

Ambassador of Colombia in Austria and Permanent Representative to 
the United Nations Office in Vienna 
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Prepared Statement of Don Kunz, President, Four Seasons Distributors 

My name is Don Kunz, President, Four Seasons Distributors of Belleville, Illinois. 

My first experience with the DEA was when they came to check our warehouse 
and security system in December of 1998. The agent that did our inspection was less 
versed in the type of pills we carried than we were. The agent asked some pretty 
stupid questions just to try to trip us up. We keep records, I feel, as good as anyone 
in our business and the agent just couldn’t understand why we did things the way 
we did. The agent told us that our documentation on invoices and records at our 
warehouse were as good as she had seen. We asked for documentation of her visit 
and were told that they did not do that. It sure would be nice to receive something 
from the DEA stating what you are doing right and wrong. It would also be nice 
to be able to go the DEA for a written handbook or guidelines pertaining to List 
1 Chemicals. They do not put an 3 dhing in writing. 

Our second experience was when the DEA St. Louis office requested our sales in- 
voices for Missouri stores that we call on for pseudoephedrine sales in that state. 
I told them the only pseudoephedrine we sold was 8 pills of 25 mg bottles. This did 
not make any difference; they still wanted any invoices showing sales of List 1 
Chemicals. This was delivered as requested in a timely manner and it was very dif- 
ficult to get someone to sign that they had received these records. 

Our third experience was in January 2006. The agents were very nice; but, again, 
they were not familiar with the normal terms for products that all distributors 
carry. They requested all of our records for 2004 and 2005 that had any List 1 
Chemical sold. This request came two weeks after a 2-day inspection of our ware- 
house, vehicles, and office. The records for those two years comes to approximately 
6000 pages and 10 days of work just on this project. After we objected to releasing 
our customers’ information without some sort of written request, they changed their 
mind and requested only 2005 and Januaryl-5, 2006. Again, I asked for some writ- 
ten documentation of what we were doing right or wrong; and I was told that they 
never give any written inspection report. 

We were verbally told that our facilities and records were in the best shape of 
anyone they had inspected. They could find nothing wrong with an 3 dhing we do. 

'The problems persist. On Tuesday, May 29, 2007, I received a letter from the 
DEA stating that they wish to have a list of our customers that buy List 1 products. 
This seems to be a form letter to all registrants; but our company and its address 
were used. 

First of all, the DEA has this information already from our last inspection. By 
the way, the investigators who inspected us said our records were the best and the 
cleanest they had seen. The DEA would also have this information from the self- 
certification that each store must go through in order to sell these products. 

There is only one conclusion that can be drawn from this letter and that is to con- 
tact and harass and scare our customers into not selling these products. When we 
place these products with our customers, we are very careful to make sure that each 
one is self-certified and that each store has a log book (and uses it) and has trained 
their employees. Each visit to the stores we talk to the manager or owner about 
these products and how they are to be sold. 

In the letter, it states “the DEA will in turn send a notice to these companies that 
they are selling regulated products and what their obligations are under CMEA.” 
The next sentence states “DEA will not use these lists for any other purpose other 
than insuring compliance with the CMEA.” This is a pure scare tactic to scare our 
customers. We have already lost a substantial number of customers due to the pro- 
visions of this new law. This letter will only insure more lost customers. 

In the DEA own web site it states that 85% of the illegal meth comes from Mex- 
ico; yet they are still harassing my company and my customers. 

My biggest concern is that you don’t know if you have done something wrong until 
they come knocking on your door. As a legitimate businessman, I try to always be 
proactive and take care of any records or questions before they become a problem. 
The DEA calls convenience stores “gas stations” or “gray market”. I think the major 
petroleum companies would find this offensive. There isn’t an agent anywhere in the 
United States that doesn’t stop at a convenience store for gas, cigarettes, coffee, or 
whatever every day they are working. And they consider this a “gray market”!! 

I hope the committee takes a hard look at the DEA actions and intimidation of 
small businesses and our customers. 

Thank you. 
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Prepared Statement of Buddy Pool, Pool Marketing 

My name is Buddy Pool, and I am the owner of Pool Marketing, which is located 
in Georgia. 

In 1976, Georgia began requiring a State Pharmacy License for any wholesaler 
engaging in the sale of pseudoepheedrine products. I applied for the License. After 
the state licensing board received my application, I was instructed by the board to 
contact the Drugs and Narcotics Agency to schedule an inspection of my facility. 
When I made this request, I was told my company would not be granted a license. 
The business has a residential address and the only way to get the license was for 
the Licensing Board to grant an exemption. I visited the board office in Macon and 
spoke with Ms. Ann Shockley. She advised me to call Mr. Rick Allan with the Drug 
and Narcotics Agency. I spoke with Mr. Allen and he really overreacted even to tell- 
ing me I could have been arrested for trespassing for visiting the office. He also stat- 
ed I would not be receiving the state license and that he had been in touch with 
the DEA and they were in the process of pulling my DEA License. My DEA License 
expired on March 31, 2006. I submitted the application to renew on Eeb. 19, 2006. 
After a few weeks, I began calling the DEA in Arlington to check on the status of 
the application. Each time I was told the application has not been processed yet. 

On April 20th I contacted the Atlanta office and was informed by a lady named 
Liz, that they had no record of my applying and Liz advised me to reapply on line 
and to be sure to get a confirmation no. and run a copy of the application, which 
I did. A couple of weeks later I called Liz back to follow up. She connected me with 
her supervisor, Mr. Shortas. The first question Mr. Shortas asked was “Who are 
your customers?” 

I answered that I service Convenience Stores. Mr. Shortas replied that my DEA 
License would not be renewed. He said convenience stores don’t need to sell ephed- 
rine products. If a person needs ephedrine products, he should go to a drug store. 
He also stated my company would be investigated and they would make a rec- 
ommendation to Washington about my renewal. But the license would not be re- 
newed. 
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Policy Analysis 
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Treating Doctors as Drug Dealers 

The DEA's War on Prescription Painkillers 

by RonaU T. Libby 


Executive Summary 


Tlir mokral field of oractng chionK pun » 
Mill in MS trduiey. U wjs onl^ in (he Uir IWh 
iUm IroJu^ phj^um (runnl m irr«ii«y ihr 
dirpnir pun of cenntmOy ill c«ncrr pxiena 
be|^ to tKonunerhl iKit (he ‘opimd dten^jT 
Onvtmem viioK«n|{ lurvomi rrLcnJ to eptum) 
uaed on diew poneno tko be uaed ibr pnoeno 
tuflrnnK from nootrtmuuJ conaeiocHi The new 
rhrr4f%r» peenvd mnYttfuL «nd premtipooo 
pun modicuions ti« a hope leap in ule« 
ihfomihouc tlir 19 Kh Bim opoid tlietapyr Kaa 
aKrafs been eomiwriiaJ The hjbn fenmnf 
nuuer of nene poeiaifcioii pain aieihtaDona 
mule maeif pli)i«nsann mnWat boank. aeid b» 
cnfeeremetM offnab «aiy cf theu late hi nweuif 
aoMe pam hi n o nun ninal panenta Conie«|urM 
b* maeif pliftKtana anU pam apevsalort hair 
lined ami^ from cpioid troatmem. cauanf mil 
hona of AmerKa» to u^firr from chronic pam 
ewn 41 thrrapm wrrr mmlaMr to treat ■ 

The problem waa ntaceebaied Hhen the 
eneiSu br<^ report in|t ihu the popular lUKoric 


pam meiliration CheyCoonn n-aa ftmimp its vay 
to the tdack niathet for tlHH dnipt. (raulniijt w 
an outbreak of rrtaird cmate. owrmloaev and 
deaths Though many of thoae lep o t n p«o%ril to 
be rngxrrwnl or unltxukleti ctmiis in Conipeia 
and the Dep«rti»rvM of juamv noldrd the US 
Onif Enfon-enuiw Adminueratxro for the 
Jlrp n l p etv aa rimraaof OryCemon abuae 
The DCA mpended mth an a gffu aew plan 
to eeadicatr the ille^ iju or ‘dfwmroei* of 
ChejCormn The plan tiara familiar law mfbeie 
name methodi fftmi the Vat on DTups nich aa 
atf r ti aiwt un J e n owei HiMcacifanon. aaaet fbrfe 
cure, and mhinnrra The D^'a pmnkdkt cam 
pai^ haacaai adaicavr rhedtx'ioe patarmcan 
doe nnrciaaey for nsvetahil matmeeM It Ivu 
retulud m the puman arai proanrunon of htB 
meaning docTon It has alroacand many doctors 
oiH of pam ttuniipmifM akogethet. and likely 
prenaadid othrra not to r to rt h. thua lacnmmg 
the airculy mdeapeead protlein of uislertieatcd 
oe untreated cheotm pain 


(200 

INSIITL II 


JbnyU r liWft k a /n^war a^pidtK^ mnwr aaf |nllr c 


at ifr Ikwana^ i^Metk Rmda 



253 


In 1995 
untreated pain 
cost American 
business more 
than $100 billion 
in medical 
expenses, lost 
wages, and other 
costs, including 
50 million 
workdays. 


Introduction 

Unn.'carcd pain is a serious ptobiem in the 
United States. Gi\^ die difficLilries in meastir- 
ing a condition thiur’s tintreatecl estimates vary, 
bur most experts agree diar tens of millions of 
Americans suf&r ftom imdertreated or uiitrtat- 
ed pain. Hie Society for Nearoscienc 2 , die 
largest organiiation of brain reseaidieis, esti- 
mates diar 100 million Americans suffer from 
chi'onic pain. ‘ The American Pain Foundation, 
a professional organizarion of pain specialists, 
purs the number at 75 million— 50 million 
fi'om serious chronic pain (pain lasting six 
months or mom), and an additional 35 million 
from acute pain caused by accidents, surgeries, 
and injuries. Tlie societal costs associated with 
LUitreated and undeitreared pain are siibstati- 
tial. In addition to the obvious cost of needless 
suffering. cLmiages uiciude broken inaniigc’s, 
alcohc'lism and fliinily violence, abseiitc’eism 
and job loss, depression, and suicide.^ Tlic 
Amei'ican Pain Society, another pixifessional 
gixnip, estimates that in 1995 untreated pain 
cost American business moie than $ 1 00 billion 
in medical expenses, lost wages. an<l odici' costs, 
including 50 million woi-)tda)’S-‘ A 2003 article 
in die Jmniai of tlx American Medkai Assakition 
pucsdie economic impact of coinmoiiadmencs 
.done— S’.jcli as ardiritis, back pain, and 
lieadache— at $61.2 billion per year/ 

Chronic pain can l^e broughr on by a wide 
range of illnesses, inchiding cancer, lower back 
disorders, rheuniacoid arthritis, slirngles, posc- 
siu'gical paiii, fibromyalgia, sickle cell anemia, 
diabetes, iilN'/AlDS, migraine and closLer 
headaches, pain from broken bones, sports 
injuries, and odier trauma. 

According to one 1999 surv^', just one in 
tbt.ir p-iin patients received rrearmenr ade- 
quate to alleviate suffering;' Another snidv’ of 
children who died from cancer at wo Boston 
hospitals between 1990 and 1997 found that 
almost 90 percent of diem, had ‘‘substantial 
suftei'ing in the last month, and attempts to 
control tiieir symptoms were often tmsuccess- 
in a fonnal policy' statement issued in 
1999, tlie California medical board found “sys- 
tematic undertreatment of clironic pain,” 


which it attributed to “low piioriq' of p.iin 
management iri our health care sy.srern, 
incomplete inregratton of current koov, ledge 
into medical cduc.ttion and ciiiiicai practice, 
lack of knowledge among consumers about 
pain management, exiggerated fears of opioid 
siefe effects and addiction, and fear of legal 
consequences wdien controlled SLibstan(.‘es are 
used/"' The American Medical Association 
snired in a 1997 news rele;ise that 40 million 
Americans suffer from serious headache pain 
each year, 36 million from backaches, 24 mil- 
lion from mu.s-rle pains, and 20 million from 
neck pain. An additional 13 million suffer 
from intense, intractable, unrelenting pain nor 
reLued to cancer. Most of those patients, the 
AMA warned, receive inad.equate cate because 
of barriers to pain creatmsi].t,“ A 2004 survey 
of file medical literature publislied in the 
Anikih of Health Law fotuid. documented, w'ide- 
sprciid Luidercrea,tmeiit of pain among the ter- 
minally ill, cancer patient.s,, nursing home resi- 
dents. die elderly, and chronic pain pa tients, a.s 
well iis in cmcigency rooms, postoperative 
units, and intensiw care units.’ 

One re^ison chmnic pain lemains under- 
nearetl i.s chat tliere .ire few' doctors wfoo spe- 
cialize in the field. Di. J. David. Haddox, tlie vice 
president of health affairs at Purd.ue Phamia 
L.D., the !nam.’t:u:turer of long-;u't:ing opioid 
mediouioas OxyConrin and MSConrin, esti- 
nuites diar Ivicween four or five thousand doc- 
tors who speokiliva* in pain inanagernent treat 
die 30 million chronic pain patients vvlio seek 
tseacmenc in the United Stares*'— about one 
doctor for cv’eiy 6,000 patients. In Florida, just 1 
percent or 574 of die stare's 56,926 doctors pre- 
scribed the v'asr majority' of narcotic drugs p.iid 
for by Medicaid in 2003. ' ' 

The shortage of pain doctors can in parr be 
explained bv' the relatively new, dymamic 
natuie of pa.in medicine as well .os socieMs 
aversion to narcotics. Tr wasn’r until the 1980s 
thar physicians who specialized in opioid 
rrearmenr for pain associated with renriina! 
cancer began to advocate the same treatment 
for noiicermiiial chronic pain patients.'" The 
ract tliac tlie field is so nov'ei has not only pre- 
v'eiited pliy'sicians from seeking it out .as a spe- 
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cialry. ir inirially c';n.ised a grear deal of debate 
uirliin the medical corv’.n'n.iniry. Though 
many pliysidars.s now approve of opioid thera- 
py for nontcmiimi chronic pain, diei'c was 
some initial resistance, hoin both inside and 
outside the medical commiuiic)'. “Theres still 
a feat of opiates.'’ Universicy of California at 
San Fr ancisco pain eicpert Allan Ifesbauiti cold 
the San Francisco Chronick, "Tiie word ‘mor- 
phine' scares the hell our of people. To many 
oarienrs, morphine either means death or 
addiction.’"' In an arricie lor Ramifications, a 
newslerrer foi' pain specialists. Dr. Karsten F. 
Konevding of the Richmond .Academy of 
Medicine compares rhie conrempoiary prac- 
tice of pain rriedicin.e with the infant field of 
radiology at the mrii of the i9tli century. One 
London, newspaper at the tune, Konerding 
notes, (.called radiographs of bones and organs 
“a revolting indecency,”''’ 

In addition to a reluctance to enter an 
emerging and not altogether accepted field, 
pliysicia.ns spedali;ting in pain medicine can 
also find themselves caught in a danined-if- 
you-do, damned-if-you-don’r conundrum 
with some patients. This study deals primar- 
ily with the government's efforts to niinimiitc 
the overprescribing of painkillers, but several 
physicians liave also been sued foi' underpre- 
scribing, including one California physician 
who was st.iccessft.illy sued in 2001 for SI. 5 
million.''^ 

But a significant reason pain is luidenrcac- 
od— and increasingly so— is the gowntuiient’s 
decision to prosecute p.tin doctors who it says 
ov'erpresCiibe presciipcion iraxcorics. According 
to the federal goveiiimenc, a small ^cup of 
doctors is prescribing hruidreds of millions of 
dolirrs of such drugs, many of which arc find- 
ing their way to the black marker, conrribufing 
to an epidemic of addiction, crime, and death."’ 
Over the last severa.! years, federal and state 
pro.sea]rors have pi'csecuited licensed pliv’si- 
ciaias for drug distribution, fra'ud. manslaugh- 
ter, and even murder lor the aeaths of people 
who misused and/or overdosed on prescription 
paifikillers. If coii'.acted, those pii)'sicians are 
subject to the same mandatory dmg sentencing 
guidelines designed to punish conventional 


drug dealers. Tliose highly publicivced indicr- 
rnents and prx>secuticns liave friglitened rn.my 
pliy^iciansoutofthefield ofpainmanagetnei'.r, 
leaving only a few drousand doctors in the 
country wlro are still willing to risk pcosecurion 
and ruin in order to treat patients suffering 
hrom sev'cre chronic pain.*' One 1991 study in 
Vi^consin, for e.'cun.plt^ found diat owe half 
die doctors surveyed knowingly midercreatc-d 
pain in dieir patients out of fear of retaliation 
from regulators."* Another 2001 study of 
California doctors found chat 40 percer.t of pn- 
majy care pliysicians said of invesrig.irion 
affected how they treated chronic pain.^^ Iii 
states where stare regulatory bodies aggressive- 
ly luoiiitor physicians' mivotics-prescribing 
iiabits, tliere is even more reticence ;iinoi^ doc- 
tors CO adequately treat paiti.^ 

“Tfie medical ambiguity is being ciiriied 
into idlegations of criminal beliavior," Dr, 
Russell K. Porcenoy cold tire Washingon Post. 
PoiTcnoy is a pain spticialisc a.c Beth Israel 
Medical Center in New York, and is coiisid- 
ci'cd one of the fathers of opioid pain rliovap)-. 
“Wo have to draw a lii'ie in the sa.nd here, or 
eke the trcarnient «'ill be lost, and millions of 
parieiits will suffer.”^^ 

A Brief History of 
Painkillers and the Law 

From die introduction of heroin fioni the 
1880s 'Lincil about 1920, narcotics wfie cuiregti- 
laced and widely available in the United Scares '' 
Dmg addiedon was laigely accidental, due to 
die publics ignorance iiboiu the lialiit-foniiiiig 
properties of morpliine, die most popuJai' 
highly addicriv’e dmg of the era Tiiough widely 
used for medical operations and convalescence, 
morphine was also used in ev’ei'j^.iy potions 
and elixirs. The dnig was commonly regarded 
as a universal panacea, used to near as many as 
54 diseases, including insanity, diarrhea, dysen- 
rery, mensenjal and menopausal piiin, aud 
nympliomania.*" Opiates were as readily a\'ail- 
able in drug scores and gmceiy scores as aspirin, 
serving rnai^ of die same fiincdons diar ;iico- 
hol, tranquilizers, and antidepressants do 


A 2001 study 
of California 
doctors found 
that 40 percent 
said their fear of 
an investigation 
affected how they 
treated chronic 
pain. 
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The DEA would 
need to find a 
new front for the 
War on Drugs, 
one that could 
produce tangible, 
measurable 
results. 


roday. Tliat perception dianged during die pro- 
gressiw era ot die early 20di century, when die 
government criniinalived die common use of 

24 

opium. 

The first federal law to cnminalize the non- 
medical use of drugs was die Haiiison Act of 
1914, which outlawed die nonmedical use of 
iipitun, niorpliiiie, and cocaine. Tlie law was 
supported l:y advocates of Proliibiuon."“ 

Section 2 of theHarrison Act made it illegal 
for any physician or dniggist to prescribe nar- 
cotics to an addict, effetdwiy turning a quar- 
ter-million diiig-addicted drizens and their 
docrois into aiininals-'' By 1916, 124.000 
piiTOcians; 47,000 dniggists; 37,000 dentists, 
11.000 vererinarians: and 1,600 manufectui- 
ers, wholesalers, and importers had roistered 
with the Ifeasuiy Department, as required by 
the Hariison Acc.^ .Mmost as soon as diey liad 
registered, hiuidreds of doaors were arrested 
and. prosecuted for prescribing nan;orics to 
addicted paricnrs.^'^ Di.iring the first 14 ycai's 
of rlie act, U.S. acrome)'s prosct:utt\1 moic 
rlian 77,000 people, mostly medical profc-s- 
sionals. for violating the act.’’''’ Between 1914 
and 1 938, about 2.4,000 doctors i^’ote arresctxl 
under the tenus of the Harnson Act for gidng 
narcotic prescriptions to addias.'^ Many ueixr 
eventually put on trial, and most lost dieir rep- 
tJtations, careers, and/or life savings. By 1928, 
rlie average senrence for violation of the 
Harrison Act uas one year and 10 months in 
prison. ’" More than 19 percent of all federal 
prisoners were incarcerated for narcotics 
offenses'’’'’ Clinics closed down, and physi- 
cians had little choice but ro abandon riiou- 
sa.nds of addicted patients. A black marker for 
narcotics soon arcsse. 

With the endorsement of powerful public 
figures such as Secrerarj' of Scare William 
Jennings Bryan. Captain Richmond Pearson 
Hobson (the "Great Destroyer” of alcohol 
and narcotics addicrion and the .Anti-Saloon 
League’s highest-paid pubiidst), and Harry' J. 
Anslinger (the first commissioner of nar- 
cotics and fbnner assisnnt commissioner of 
Proiiibition), the U.S. gov'enuaent inaugurat- 
ed an aggressive, unprecedented pursuit of 
piiysidaiis and their addicted patients.'’"' 


The Harrison Narcotics Act was repealed 
in 1970, bur was replaced by riie Dnig Abuse 
Prevention and Conrrol Act.'*’’ DAlPCA, along 
with the 1975 Supreme- Court ruliag at the 
case U.S. v. Mi>ore. re.ifrirmed the legality of 
the Harnson Act's crimimlization of doctors 
who treat .iddicts by prescribing controlled 
plrannaceuticals. ''’ In Moor>. the Supreme 
Court coiifinned that physicians who are 
licensed by die Drug Enforcement Agency ro 
proscribe n.ircorics under Tide II of DAPC-A 
(called the federal Controlled Substances 
Act) “can be prosecuted when their activities 
fall outside the usual course of professional 
practiced'''^ A doctor cotdd he criniinally 
charged with unlawf.iliy pre.scribi:ig (or 
"diverting”) Ixigidy addictive narcotic d.ii!.gs 
tluc cbj? DEA cliissifies as Schedule il “con- 
trolled. substances.'' Even chough it was 
passed duiring a period of general d.mg toler- 
ance, DAPCA would prove to be a potent 
weapon in l.irer years as the War on Di'iigs 
inrensified. 

A New Mission for the DEA 

As die federal govenuiieni's chief d.mg law 
enforcement agency since 1973, the DEA's 
mission !ia.s btx*n ro "bring ro the cnminal 
and civil justice system substances destined 
for illicit traffic in the aS.”''” Until the 1 990s, 
the DEA locu-sed its resources primarily on 
illegal blick market drugs, such as heroin, 
cocaine, crack cocaine, ecseasy, and marijua- 
na, in urban areas 

But in 1999 the DEA came under heary 
criticism from Congress on the gromids chat 
there w'as no “measurable proof” that it had 
reduced the illegal drug supply in the roun- 
rry.'’^ In 2000 a.nd 2001 the Department of 
Jusrice, which adminisrers rhe DE.A, gave the 
agencya highly critical rebuke, and asserted 
chat the Drug Enfotcemenr .Agenry'.s goals 
were nor consi.srenr with rhe president's teci- 
eral National Drug Control Strategy' ' The 
DEA would need ro find a new front for rhe 
WaronDmgs,or.e that could produce tangi- 
ble, measurable results. 
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Tlie Ccntrolied Si-ibstiKU'es Act empow- 
ered rhe DEA ro reg-jlare :)1! pl)arniaceutic:al 
drugs. In 2002 Gien A. Fine, fhe inspector 
general of the Departmcri: of Justice, asked 
why the DEA wasn’t doing more ro combat 
prescription drug abuse when it was “a prob- 
lem equal to cocaine.’"** Inne claimed that, 
while 4.1 tnillioii Americans used cocaine in 
2001, 6.4 million illegally used prescription 
narcotic painkillers that same year. He also 
claimed that rhe illicit use of pain medication 
accounted for .10 percent ol all emergency 
room drng-reiared deaths and injuries. 

In 2001 the DEA liad iilready announced a 
major ner'’anti-dn.ig campaign; the OwConrin 
Action .Plan,^^ The agent.;)- uirderscored the 
tliteat of prescription drug sixise by asserting 
that the nuniher of people who “abuse con- 
trolled pharrnaceuricaJs each year equals the 
nuinher w-ho abuse cocaine-2 to 4 percent of 
the U.S, popuiittion."''’ Tlie agency also claimed 
chat prescription drugs incieased the number 
of ovei'dose deaths by 2.5 percent and accouiir- 
od for 20 pei'cent of all eiTiergency ixx)ni visits 
for drug overdoses.'*'* Criticism from Congi-ess 
a.nd tine Department of .Justice the following 
year rea.fErmed the agency’s detenninarion to 
crack down on prescription drugs. Tlie 
Ox)'Contin plan would elevate a legal, prescrip- 
tion dn.ig to the sta.ti.is of cocaine and other 
Schedt.ile IT substa.nces. Tliat shift p.ir pain doer- 
tors in tlie DEA’s crosshairs, as stJSirej.-«ibie to 
investigation as conventional drug dealc.-s. In 
September of 2003. at the 69-counc indicement 
of Virginia doctor William HurM-itz, U.S. 
Attorney Mark Lytle daimed chat the physician 
was complicit in the deaciis of clji'cc patient.s, 
and conrpared William Hutwitz to a “street- 
corner crack dealer." Lytle ftu'ther argued that 
Dr. Ht.invirz posed .such a threat ro the com- 
rnuniy rhar he ,5hot.ild be denied bail.*"' 

Tire Ox)/Contin Action Plan bore a ranai'k- 
ab’e resemblance to the Kanison Act in that it 
enabled die federal government to prosecute 
physicians wh.o prescribed an orheivvase legal 
turcotic dmg, dui? to unfounded fears of a 
“dope menace’’ sweeping the couiitiy. DEA 
commissioner Asa Hutchinson described die 
nonmedical use of OxyContin as a deadly new 


drug epidemic beginning in Appabchia and 
spreading to the East Coast and Midwest, 
intecring suburban., urban., and rural neigh- 
borhoods across the country; 

In die past, Americans viewed di-ug 
ab'tise and addiction as an overviiieLii- 
iiigly urban problem. As the drug prob- 
lem escalated, drugs began to stream 
into niral neighborhoods througlionr 
sm.all town America. Residents begati to 
feel the impact of dmgs sudi iis m.iri- 
juana, cocaine, methampheramine, 
MDMA, heroin, and OxyConrin, vdiic’n 
entered their towTis at an alaiming rare. 
VioleiKe associated with drug traffick- 
ing also became part of die landscape in 
small cities and rural areas.’” 

Tliis was the fu-st time that tlie DEA liad 
grouped a legal, presc.dption diiig with illicit 
dmgs, chough ic wouldn’t be the last. 
Government officials like Hutchinson ha.ve 
gone on to m.ike nequent public statements 
purring Oxt’Gonrin in clo.se rhetorical prox- 
imit}' ro cocaine- heioin. and ocher drugs 
wirli a proi'en lecord for genei'ating public 
fear. During congressional cescitnony in April 
2002. HutcliL'ison e.Kplained the necessity for 
renewed vigilance in the War on Drugs, and 
why the new front against prescription 
painkillers M-as necessiiry. He announced that 
rhe DEA would reallocare many of its 
resources from illegal drugs in urban areas to 
illicit prescription drugs in rural areas in 
order ro address the emerging opioid chi-cat. 
Huccliinson said that die DEA would work 
with local and state law' entbrccmenc agen- 
cies in the effort, and w'culd use its Asset 
Forfeiture Fund to help stare and local offi- 
cials finance the new’ initiative. ' 

Tlie DEA's public relations effort linking 
a pain medication like OxyContin to cocaine, 
heroin, and ocher prohibited substances was 
amai'ked deparujre from its rradirional mis- 
sion. in fret, die DEA liad created a new mis- 
sion for itself— combating tlie illegal diver- 
sion of oclierwise legd medication. Wliere 
rhe conventional dmg war targeted blick 


Hutchinson 
aimouiicecl that 
the DEA would 
reallocate many 
of its resources 
from illegal 
drugs in urban 
areas to illicit 
prescription 
drugs in rural 
areas in order to 
address the 
emerging opioid 
threat. 



257 


The new 
mission offered, 
in practicing 
physicians a pool 
of registered, 
licensed, 
cooperative 
targets who kept 
records, paid 
taxes, and filled 
out a variety of 
forms. 


rnai'kets and the unkiiow'n, liard-to-quancify 
enriries rliac come with riiem. die new mis- 
sion offered in practicing physicians a pool of 
registered, licensed, ccxjpetacive caigets who 
kept records, paid taxes, and filled out a vari- 
ep.’ of forms. 

Justifying the OxyContin 
Campaign 

I’l an effort to jiisrify its national cam- 
paign against OKvConrin, the DEA contacted 
775 medical examiners from the National 
Associaric'n of Medical Examiners in 2001 
and iiistnicced them to report “OxyCoiitiii- 
relared deaths ’ for 2000 and 2001.^ On tiie 
basis of those reports, die DEA subsequently 
announced dCfi '‘OxyCondn-related deadis” 
over those two years.'” 

But the conclusions the DEA drew Irom 
this data are significantly flawed. 

Fiist, the DEA's enreria for “OxyConrin- 
rclared deaths” arc piobicmaric. There are 58 
pain relief daigs that contain oxycodone. 
OxyContin is simply one of three, single-entity, 
long-acting, oxycodone drugs. Tlicre are 
numerous other less potent, short-acting, oxy- 
codone diugs, such as Peicocet. Percodan, and 
Roxicer that also contain nonnarcoric pin 
relievers such as aspirin or Tylenol. OxyContin 
is Pi.irdtie Plianna’s bnind name drug. It’s pop- 
ular liecatise It provides long-acting i^lieffforn 
pain for up to 12 houis. which enables pain suf- 
feiers to sleep rhrougli die niglic. Since diere is 
no chemical test to disringuish Ojq-'Concin 
from the ocher coq^odone drugs, it is diffictilt 
CO see how die DEA could <Minidvely assert 
chat a death atriibutable to co^odone is due to 
OxyContin and not other shorc-acring ojq'- 
codonc dn.'^gs. Nevertheless, the DEA counts as 
an “Oxv'Conrin-related death’' aw deadi in 
vvliirh oxycodone is detected w-idiout the pres- 
ence of aspirin or Tylenol.^' 

Second, if an O-^^KZoiitiii tablet is found in 
the gastroincescinal tract of a deceased person, 
the DBA labels it an "Oxy/Zjonthx-ireriiisd 
death,” regardless of odier cironnstances. 
Even more problematic, if iiu'estigators find 


OxyContin pills or prescriprions ar a crime 
scene, or a family member or witness merely 
mentions the presence of OxyContin, die 
dead.i IS also confirmed as “OwContiii-veri- 
fied.’''^^ Ob\'ioiisly the mere presence of 
OxyContin in the system of the deceased, or 
the mere mention of the drug by friend? or 
family members is far fi-om verification that 
O-'q-Concin— either alone or in conjiuiction 
with other factors— acnially caused a prema- 
pjre death. 

Third, overdose \Hcrims rend to have multi- 
ple ditigs in rh.eir bodies.’^ Appi'oxiniarel)^ 40 
{XM'cenr of the autopsy reports of OxyContin- 
relaretl deaths showed die presence ofValium- 
like d rags. Another 40 percent contained a sec- 
ond opiate such as Vicodan, Ixirtah, or J-orcet, 
in addition to oxycodone. Thirty percent 
showed an aticidepressant such as Pro:/ac, 15 
percent showed cocaine, and 14 percent indi- 
cated. the presence of over-che-cotuiter antihis- 
tamines or cold medications. Dea.rhs like 
those could be the result of a.ny of the drugs 
present, drugs working in combination, or 
one or nioui drugs plus the effects of other 
conditions, such as illness or disease. Indeed, 
the March 2003 issue of the Journal of 
AnalyMal T<)?^()l<)gy found, that of the 919 
deaciis related to oxycodone in 23 states over a 
tlitee-)'X‘a.r period, only 12 showed confirmed 
evidence of five presence of oxycodone alone in 
the sv-srern of the detiejised.'^* About 70 parent 
of the deaths were due to “multiple dnig poi- 
soning” of other oxycodoiie-conrain:n.g drugs 
in combination with Valium-cjpe tranquiliz- 
cts, alcohol, coc.iine, marijuana, and/or other 
narcotics and a.nci-dcpressants.''^ Thar is 
setong evidence that many of the deaths 
atn'ibtited to OxyContin by government offi- 
cials are nor rh? result of unknovnng pain 
pa.rient5 who grew addicted and overdosed, 
bur of habitual drug users who may have used 
the drug u-iria any number of other sub- 
stances, any one of which could have con- 
tributed to overdose and death. 

in the absence of ouioids like OxyContin, 
liabitual users will, in all likelihood, merely 
switch to more aiailable dmgs Ho\ve\'er, 
pain patients v\ ho rely on the drag for relief 
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cion'r lusve rnar option. They’re hvr more like- 
ly to snfrer from rlie scarciiy caused b>' die 
DEA's crackdow n dian aretiiecoinmoiuirtjg 
abusers the s.gcncy claims it is targeting. 

A final problem with the DEA’s claims of an 
OxyContin epidemic is the agenev's inflated 
estimate of risk of deatii. In 2000 physicians 
wrote- 7.1 million prescriptions for o.aa'codone 
products HctliOLit aspiian or Tylenol, 5.8 mil- 
lion of them .for Ox^'C'onrin.'''' According to che 
DE.A'’s own anropsy data, there were 146 
■'OxyContin-verified deaths” that year, and 318 
“Oxt'Conrin-iikely deaths,” lor a total of ‘-64 
‘'Ox\'‘Conrin-i'elared deaths'^''* That amounts 
to arisk of just 0.00008 percer.r, or eight deaths 
per 100,000 OxyCondii prescriptions— 2.5 
“verified,” and 5.5 “likely-related." Sven those 
figures are calculated only after talung the 
DEA’s troubling conclusions about causation 
at face value, 

By contrast, approximately 16,500 people 
die each year from gascroinccsrinal bleeding 
associated with nonsteroidal anri-inflanima- 
cory drugs (NSATDs) like aspirin or ibupro- 
fon.'^^ NSATDS aren’t as effective as opioids at 
treating severe, chronic pain. Both classes of 
painkillers have beneficial medical uses. One 
is also found, on the black market and may 
lea,d to occasional deaths by overdose. Tlie 
other isn’t used recreationally, bur causes 35 
rimes more deaths per year. 

Given these numbers, all ofrherime, ener- 
g)', tax dollars, and worry' expended on eradi- 
cating t].ie OxyContin “chreac”— not to men- 
tion the menace to chil liberties— seems 
unfounded 

Another Bout of Dmg Hysteria. 

in order to ji.istify its crackdown on pre- 
srriprion painkiller, the federal government 
vvcufld first neeci to peisuade the public of the 

rh. rear posed by presitriprion opioids. Unfor- 

ri. innrely the media h;is been far too willing to 
accept rl'e DEA’s claim.s at face value, just as it 
ha.s with piev'ious drug “'epidemics.'’''^"’ 

To convince tb.e public that there is an opi- 
oid drug threat, the DEA coiiipaxed OxyContin 
to crack, coedne. .md heroin, tlie most feared 
dmgsofthe 1980s and ’90s. CommissioiierAsa 


Hutchinson testified before Congress in 2002 
that O-xyCoiitin delivers a "heioin-like high.” 
and tliar die drug lias led to an '‘increase in 
criminal acrixir/.’^” Mary mainsti'eani medk 
reports ecliocd these claims. Newsweek, for 
example, rana story in 2002 about “Oxybabies, " 
the children of pregnant women on 
OxyContiii, wdio bom a striking resembkuice to 
die rasli of “crack babies” reported ki die 
1980s.’' Tile arricle did point tnir rhitr tlespire 
stories chat Oxydonrin abuse has “swept 
through parts of Appalachia atid lunil New 
England,” the number of doannented cases of 
addicted newboms is small, “in the tlozer.s.” 
atid riiat “OxyContin. like other opiates, does- 
n't appear to cause birdi defects.” After citing a 
few anecdotal cases of newbsn'iis with sotne 
healdi problems diat may or may not liave been 
related to OxyCoittin. re[50iter Debra 
Ro.sen!xrg sail ended the aticle by' qu’sdoning 
whether Oxybabies are a “blip— or an epidemic 
in the making.’’ Bur the arriclo’s evidence indi- 
cates the former, so sncngly in fact tKir one 
wondeis why an arricle oii Oxybabies wis nec- 
c-ssary in tlie first place. 

Newspapeis aji<l mag'azine^ tepoiTcd on 
the alleged rising death roll fiom OxyContin, 
and that the outbreak in opioid abuse posexi a 
greater chreac to public healdi and welfanj 
t han cocaine. Soon, arrest and ovenlose statis- 
tics were juxtaposed with OxyConrin sales fig- 
ures, painting the grim piciu re of a.ti American 
phann^euticai company vvilling ro peddle 
addiction and death for a quick buck. 

A few examples: 

• Time ran a sroiy in [anuaty 200 1, lepoit- 
ing that “OjqContin may succeed crack 
cocaine on die street.’’*^’' In Pulaski, 
\5rginia, OxyConrin had overtaken co- 
caine and marijuana. Time repoixed, and 
property crime was up 50 percent. Police 
in three states reported robberies of phar- 
macies, as well as the homes of people 
knowxi CO cake OxyConrin legitimately 
(liow die burglars knew who w-as caking 
die drug isn’t clear). Botli of course are 
means by wliidi Oxy'Condii may have 
found its way to die street diat wouldn’t 


Pain patients are 
far more likely 
to suffer from the 
scarcity caused 
by the DEA’s 
crackdouTi than 
are the common 
drug abusers the 
agency claims it is 
targeting. 
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The medical 
evidence 
overwhelmingly 
indicates that 
when adminis- 
tered properly, 
opioid therapy 
rarely, if ever, 
results in 
"accidental 
addiction^^ or 
opioid abuse. 


require prescriprions from a diverting 
doctor. Still, tlie article seemed to fixrus on 
physicians. U.S. attorn^ Jay McQoskey 
v.’as desaibed in die article as a man “vrag- 
ing a war against die doctors who write 
pi-cscriptioris."' 

• bn February' 3, 2001, LfS l^eufs atjd World 
iiepiyrt piiblislied an article about die dan- 
ger of OxyConrin under die headline 
'The 'Poor Man’s Heroin.”’^’^ The article 
featuied Dr. John F. LilV, a 4-S-year-old 
orriiopedisc and proprietor of a pain clin- 
ic wlio was also under investigation for 
dKeision. Proseaitors claimed that Dr. 
Lilly lan a "pill mill” that supplied illegal 
narcotics to addicts in tl^ sltuns of die 
industrial cityofPorcsinoutli. Oliio. Local 
law enlOR'ement officials cold die maga- 
zine that OxyCoatin abuse was readiing 
neai'-epidcinic leids in rural areas. Sliortiy 
after Dr. Lilly opened liis clinic, dmg-ielat- 
od crimes appaienrh' starred to inaxy-sti. 
Bur police also claimctl char burglarios 
inaeased 20 percent in 2000, ag.iin sug- 
gesring rnar rhe dnig was getting to the 
sriect by means orhci than docrovs' pre- 
scriptions. 

• On Febiuaiy 8, 2001, die New York Tnna 
reported a claim by U.S. attoniej-- Joseph 
Famularo that at least 59 people had tiied 
from OxyConrin overdoses in Eastern 
Kenmcky in .2000 alone.*' He said Oxy- 
Coniin liad set off a wave of pliamiacy 
buiglaiios. emergency room visits, and 
pliysician arrests. Rick Moorer, an invesd- 
j^tor with the state medical tscaniiner’s 
office in Roanoke, Virginia, mporteJ that 
there were 16 deaths in southwestern 
Virginia due to Oj^ontin in combina- 
tion with other drugs raid alcohol. 

Again, rheie’s simp^- no test to determine 
vvh.efher or not OxyConrin ciused or con- 
tributed to diose overdose deaths. And e,^>n if 
fl'.ere witv such a test, it's just as likely the drugs 
came from internet pliarmades, or home or 
dntg store roblxnies as from diverting doctors. 
The Ttnies article also reported d.ara sliowiiig 
hospital emergency room visits by people 


“involving oxv'Ccxiont tii n ixd no n ’IWin 
!996to6,429^:nl999 '"’'e77„„ a,ti i dx rir 
give a source or conren \\ u i it i poiT. that 
“federal data” show an mevease m E.9. visits 
“invoKing oxycodone. ’ Rut presumahiv. they 
come from die Drug Abuse vX/arning Net- 
work— or DAWN— report, published hv the Ij S. 
Department of He.ilth and Hiunan Services. 
Tl’at report’s findings seem to mirror the num- 
bers in the Thmn'.’^' Bur the D.'WXT^ leporr only 
dtes "menrions” of oxycodone-relared chugs in 
emeigenty room reports, wl'ich ca.n include 
cases in which oxi'codon? medication had 
nodiing rode vrirli why rhe patient came to the 
emergency room. In ficr, in more thiUt 70 per- 
cent of erneigeiuy room visits involving oxy- 
codone, patients mentioned the dmg in con- 
juncrioa uith at ie;ist one other controlled, 
drug. Cert.uniy, abuse of increasingly abundant 
oxycodone medication will lead, to sojiie 
iiiciease in eineigeiicy room visits attributable 
solely to rive drug. But the drug’s increasing 
avaibbility also means that it’s going to be pre- 
sent in moie people who visit emergenq^ I'ooms 
frir ocher reasons. And that more people are 
abusing the dnig is also no rciison ro suspect 
thic coiTupc physicians aie the source of the 
problem. 

The most unfcrcunace effect of tliese lands 
of stories is that they' reinfoa:e existing qualms 
about opioids. Patients, their families, and 
ev«ri caretakers understandably get nervoi.is 
when they hea r “morphine,” or “opioid thera- 
py,” wH'ich na cm.'aliy sounds a lot like “opiiun,” 
In cmch. however, the medical evidence over- 
whelmingly indicates that when administered, 
properly, opioid therapy rarely’, if ever, results 
in “'accidental adddctioir or opioid abuse.*’’’ 
Most !-ec:t'tir!y, a 2005 ,sn.idy by researcliers at 
the Minneapolis VA Medical Center conclud- 
ed, “doubts or concerns about opioid efficacy', 
toxicity, rcieiance, and abuse or addiction 
should nor be used to yustity' the withholding 
of opioids From patients who have pain.”"'’ 

Temp>le pharmacology professor Robert 
Raffii told 1r»ni' magazine, “The idea chat 
your mom will go into a hospir:ai, be expo.sed 
to morphitie, and automatically become an 
addict IS just pL'iin vvroiig.' '^ 
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Tfie disrincrioii— wfiicfi seen^s especially 
ditYici.ilr lor unv entbrcenienr officials and pol- 
icyi'iiakers ro make— is between “physical 
dependence" and “addiction." A patient inca- 
pacitated by pain will naturally become depen- 
dent on any medication that giws him relief! 
But that's quite different from addiction. 
Opioid therapy can give patients the freedom 
to lead normal iix'es, \vherc.as addiction ruins 
lives. It's a confusion rh.ar can be nagic. One 
docroi' told Time he was treating a rerminally 
ill boy whose rather didn’t want his son on 
moipbine beca.use he erras '‘''ahaid the bo}' 
ufulcl become an addicr.”AstheTi?n(’repoiTer 
wore, ''In Iris grief over the inrminenr loss of 
iiis soil, it seems, the father failed to see the 
absLudity of worrying about long-term addic- 
tion in a child, who is dying in pain 

'Hie odd thing is that well Irefore the 
OjiyConciii hysteria aiKi. ensuing DEA campaign, 
many mec.iia outlets wtx making those same 
points iind providing hUanced reporting on the 
i]ndei'ti'ca.mient of pain. Tlip Tmie arricle noted 
above came out in 1997. Also in 1997, U.S. Nat’s 
aid WoM Reptm I'an a 4,400-word cover story on 
die plight of pa in parienrs.*’'^ In one passage, the 
magazine eloquently l.iid our the pioblan: 

is lacking is not the way to treat 
pain effkrively the will to do it. For 
a qt.nuter of a century, pain specialists 
have been warning with increasing stri- 
dency that pain is underrreated in 
America. But a wide ai'iay of social forces 
continue to thwart efforts to iniprow 
n'eatoient. .Naircctics ate the most pow’- 
crfLil painkillers available, but doctors 
arc ahaid to presenhe them out of fear 
they will be prosecuted by ov'crzealous 
law enforcers, or that thet^will turn their 
patients into addicts .... “We are phar- 
macological Calvinists," says Dr. Steven 
Hannan, director of the National 
Insriaire ofMenta! f Jealrh.'’^ 

The authots go on to state: 

But at the heart of the debate is confu- 
sion about wiiat croiLstirutes addiction 


and what is simply pliysical depen- 
dence. Most people who rake morj^liine 
for more tlian a few days become phys- 
ically dependent, sufFenng teinpomiy 
withdrawal symptoms— nausea, muscle 
cramps, chills— if diey scop taking it 
abrupdy. widiout tapering the dose. 
But few' exiiibit the classic signs of 
addiedon; a compulsh'e craving for tire 
drug’s euphoric or calming effects, and 
continued abuse of the drug even when 
to do so is obviously sclfde.srtuctive. 

In three studies involving nearly 
25,000 cancer patients, [researcher 
Russeill Porcenoy found that only- 
seven became addiaed to die narcotics 
rhey were caking ... “If we cdlcd this 
drug by another name, if morphine 
didn’t hav'e a stigma, we wouJdn’t be 
fighting about it,’’ says [tesearclier 
Katiiieen] Foley.^' 

Even physicians can fall victim to the 
“addiction” versus “dependence” confusion- 
giving rise toyetanodiet cause ofundcrrteac- 
ment. Twenry-tive percent of Tcx.is physi- 
cians in one sui'vey said they beliowd .uiv 
patient given opioids is at risk of addiction."^ 
Tliircy-five percent of pliysicians in a 2001 
study said they’d nm.r prescnlx' opioid,s on a 
shorr-renr. basis, even after a thoaiugli eval- 
uation, a response rb.e survey's re.$eaix:hets 
artribured to unfounded fears of addiction.^’ 
Again, diis despite overwhelming evidence 
tliat properly prescribed and used opioids 
rarely, if ev'er, lead to addicrioii. 

“OxyContin under Fire” 

One of die more egregious examples of 
media-induced OxyConrin hv'sreria was Dons 
Bloodsworth’s five-parr Oriando Sf’fitine! series 
from October 19-23, 2003, entitled “Oxy- 
Conrin under Fired” 

Tlie Sentine! series was h.eavily advertised 
and promoted as an expose of the OxvContin 
epidemic sweeping the country. Including 
Bloodsw'ortli's pieces, the Sertthiel ran 19 
OxyConriii-related articles and editorids that 
moiitli. complete with photos of victims, 


There is a 
distinction— 
which seems 
especially 
difficult for law 
enforcement 
officials and 
policymakers to 
make— between 
“physical 
dependence” and 
“addiction.” 
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It would be 
difficult to over- 
state how much 
the Sentinel series 
contributed to 
nationwide 
OxyContin fears. 


flashy layovics, and insert boxes designed to 
eiitir ma>cimum einorional iinpaxrt. Tlie series 
spotlighted several padencs described as “acci- 
dentally addicted” to 0:^K2onciix Some of 
them, Bioodsv.’orth reported, experienced 
painful withdrawal effects. Some saw their 
families fail apart. Some died of overdoses or 
coimnitted stiidda;. Bloodsworth alleged ttiat 
white males aged 30 to 60 »'ho experience 
back pain arc parricularly likely ro become 
addicted to ClxyConrin, and to eventually die 
fiom that aridicrion.'"' 

One of "he featured victims was David 
Rokisky. a 36-yTar-o!d former Army Airborne 
soldier and police officer living in Tampa. 
Florida. According to Bloodsworth. Rokisky 
had a bodybimder's physique, a beautifiU 
young wife, a high-pavdng job as a computer 
company executive, and a b^clmont condo. 
Rokisky’s life was idyllic, Bloodswortli report- 
ed. until a doctor prescribed OxyContin to 
treat a minor backache. Accoixling to the 
Sentinel, Rokisky quicklv became an innocent 
victim of dnig addiction. He eventually lost 
his job and had ro tindergo painful detoxifica- 
tion. 

Tlie scries also featured Gcny Coc'en a. 39- 
year-old Kissirmnee. Florida, handyman and 
fatlier of three. Bloodswortli reported diat 
Cover l>ecame an addict after a doctor pre- 
scribed OxyContin to relieve his pain from a 
mild herniated dist- in his bark. Cover subse- 
tn.iem.ly died from an accidental overdose of 
the drug. 

Bloodswoith more that although mem- 
bers of Congress and the FDA were aware of 
“the devastation (OxyContin) has canned 
through Appalaclua wiicre the drug became 
known as ‘hillbilly heroin.’” neither had done 
anything ro slow’ dowm the epidemic. She 
blamed Purdue Pharma for aggressively mar- 
keting OxyContin to naiv’e and unscnipulous 
doctors, who likewise used the drug to “boost 
their profits.”'^ According to Bloodsw’orch, 
there were 573 deaths in Florida linked to ow- 
codone in 2001 and 2002. By comparison, 
Bloodsworth reported tliac only 521 people 
died of heroin overdoses during tlie same peri- 
od.' ' Tile 573 figure apparently came from die 


Sentiftel's review of thousands of documents, 
including 500 autopsy reports by Florida's 
medical examiners. Th.e paner claimed rfiar a 
remarkable S3 percent of the 247 cases of 
reported drug ov’crdose deaths ov’cr that peri- 
od were direcdy attributable to Ox^’Contin. ^ 
it w'OfJd be difficult to overstate how mudi 
the Sefu/tud series contributed to nationwide 
Oj^Contiii frars. Jr prompted an anti-opioid 
gniss-roors prore.sr movement in Florida. Tlie 
neR^pa'oer's critique o: lawmipjcers for ‘'doing 
nothing” stirred emotion and legislative action 
on the local, state, and national level. In 
Kcv'embei' 2(X)3, one month after rite series 
appeared, prore-stors from ail ovei' the counny 
converged on Florida to picket Gov. Jeb Bush 
and his wife, who were attending a three-day 
co;ifereiLi:e cii youth drug abuse in. Orlando. 
Members of “Reiariv'es against Puixlue Ph;inria” 
carried poster-sized, photos of family and 
friends wfio diegedly died, from OxyContin 
ovei<loscs.” Victor Del Regno, a Rliode Island 
business executive whose 20-yea.r-old son died., 
.allegally fiom Oxj'Contin, cold die Sentinel, 
“We frel there has ro be. a way to get tlie word 
out about iiow deadly this dnig can be.’'*'’ 
Goveniot Bush and. state lawmakers were 
sympadiecic, and promised, to put an end to 
the “hemorrhaging of lost lives” allegedly 
caiKSed by pix»sc':riprion painkillers.*^ During 
congressional testimony inspired by the 
Senti.mi series and its ;ifr:erma.rh. Florida, direc- 
tor of drug conr rol James McDonot.igh praised 
Doris Bloodswoith's .series, and cited her esti- 
mates of OxvCor.cin overdose deaclis. He said 
that in response to tlie Sentinel and other 
teporcs, Florida had taken “agsressive action 
agamst idjversionj cnimnai practices, 

McDonough boasted tliar Florida, law 
enforcement had ralten action since the Sentmei 
series, including the prosecutions of Dr. James 
Gnrves (a former Nav}' flight .surgeon), convict- 
ed on four counts of manslaughter for pre- 
scribing oxj’Todone; Dr. Sarfraz Mivai, convict- 
ed of trafficking in OxyContin; a.nd Dr. 
Asuncion Luyao, who was prosecuted for sever- 
al prescription oierdose deaths.'" 

BloodsMorth's claims about the OxyGvntin 
epkieinic ‘weie picked up and repeated in news- 
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papers ;uKi media curlers all over tlie country. 
They were even included in a General .Account- 
ing Office report on 0;':)’Confiii abuse retruest- 
ed by Congress. GAO cited the Scnthiei series 
and said tiiat the newspaper's investigaricn of 
auropsv reports inTOlving oxycodone-ivjAced 
deaths found that OxyConnn had been 
involved in tnere than 200 overdose deatlis in 
Florida since 2000.'* ' 

Thanks in large parr ro the Sentine! series, 
Florida today is one of the most difficult 
stares in the coiinny for pa.in patients to get 
rreatiTien.r. a.r.d its legislature onh' nanxiwly 
voted down a bill establishing a statewide 
da tabase to track and nroniror painkiller pre- 
sc.ription.s.^^ 

The Sentinel Series Unrawk 

111 febmaiy of 2004, the Orlando Saithiei 
series on OxyConcin began to fall apart, 
investigations by Purdue .Pha.nna and advo- 
cates for pain patients uncov'ered numerous 
and gi'ievcnis en'ors in Bloodsw’orth’s reports. 
The Washington Post reported that David 
Rokisky ha.d pled guilq^ to drug conspiracy in 
a. cocaine case foui' yeare previous ro the 
series’ publication. Far from leading an idyl- 
lic life wrecked, by OxyContiii, Rokisky in fact 
had a long history of domestic-abuse allega- 
tions and financial problems.^*" “Accidental 
addict” Geriy Cover proved to be a longtime 
drug abuser too, and had l>een hospitalised 
for an overdose on other dn.igs tliree months 
before he had been prescribed OxyConrin.^'' 

BLccdswoixh’s misrepresentation of Oxy- 
Conriii overdose deaths was cn'cn more egre- 
gious chaii her mischavacrerizations of the 
iilleged \icrims of the drug Tlie senes com- 
pletely dLsroited the Florida medical examiners’ 
drug overdose deaths data for 2000 and 2001. 
Instead or mere than 570 deaths linked to 
OwConrin the Sentinel reported tor those years, 
the medical examiners’ reports reveal the actual 
total rbr rl'oseyearswas71— 35in 2001. and 36 
in 2002.®® 'Hie Sentinel liad iiiduded not only 
deaths w'liere o.xyccdone alone was present in 
the system of the deceased, but also deadis in 
which any o.;y'Codo;ie product was present in 
coriibh ucion with any number of other dnigs. 


Tliere were 3 1 7 such, deatlis in 2001 . and 220 in 
2002, giving the SerOind its 573 deaths.’*' In 
mitli, e.«n these 71 overdose deatlis over rlie 
Sentinefs cwc-ycar period are suspect. Iliads 
because Florida’s medical examiners report 
only 14 drug groups in autopsy reports.''" Ids 
likely tliat theie were any number of uiucporc- 
ed drugs in tlie systems of 71 people wdiere only 
oi^flcodone v.^as fiiund. not to ineiinon tlut ;iny 
number of cliem might have died for re.iscr.s 
completelyunrelated to drugs. For example, the 
deceased may also have been taking a.r.ri- 
depressants, heart medication, and/or diaberic 
medications, any' of which could have poten- 
tially contributed to the cause of death. Toads 
partiailarly likely wliere die deceased is over 50 
years of age— true of about a tiiird (ffi the 71 
Florida cases.’’ 

After a barrage of criticism, the Orlando 
Sentirte! finally acknowledged its errors in die 
scries, and in February 2004 announced 
Doris Bloodsworth's resignation from the 
paper. The rw'o ediroi's wiio worked on the 
scries m-.iY also re.issigneti.’*’ 

In a front-page con'eccion. the Sendfial 
wrote the following: 

An Orlando Sc-ndnel series in October 
about die drug O.Ky'Cciidn used a key 
statistic inco.Tecrly atid ow'israted the 
ni.imber of 0 %’enioses caused solely by 
oxycodone, the aarie ingredient in 
OxyConrin and other presumption pain- 
killers 

in roughly cliiec out of fou:. c,ascs, 
medical examiners concluded ciiac 
least one other drug also ccntrihaced 

CO the victims’ deatlis 

According to the SentinePs re-exami- 
nation, blood samples in at>our 38 per- 
cent of the oxycodone-related deaths 
showed die presence of heroin, cc»caine, 
mechamphecamine and/or marijuana. 
Man*/ orh.er victims also had consumed 
one or more com.raonly abused pres;:rip- 
cion dru^ sudi as Xanax or ViccdiiL 
in February, the Sentiriel published a 
story correcting factual errors about 
two men featured in the series. Tlie 


After a barrage 
of criticism, 
the Orlando 
Sentinel finally 
acknowledged its 
errors in tlie 
series, and in 
February 2004 
announced Doris 
Bloodsworth’s 
resignation from 
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enforcement 
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unaccountable to 
congressional 
oversight. 


I'.ewspaper had labeled one of them, 
David Rokisky, an “accidental addirf’ 
u-irhoiic doing background reporting 
that would have shown he had a feder- 
al drug conviction. The ocher, the late 
GeiT)’ Cover, died from an ot'erdose 
caused by a combination of drugs 
rather diaii oxycodone alone.* ’ 

Despite the SentinePs retraction, ocher 
media outlets have continued to drum up the 
Ox}’Conrin threat, many of them making the 
wine enors the Sefttinel did. Here are a few 
examples; 

•iii late August of 2004, die MofOreal 
Gazi^tt; reported tliac “eke presaiptioii 
painkiller nicknamed liillbilly heroin' in 
the U.S.. was a contributing faaor in at 
least 26 overdose deaths in Quebec since 
1999.”'’'’ Remarkably, the paper' went on 
to diaw the same conclusions about 
autopsy ivporring as the Scnrirn'l. The 
(jazcnc reported that “other narcotic 
substances wore also detected, suggest- 
ing that OxyContin alone might not 
liavc catrsed some deaths," a cav'ear that 
severely undermines die alaniiing lead. 
•Tliat same montl). the Ottewa Gtizen 
repoited that "in the past five yeai-s rhea* 
were 300 deaths in wliich oxycodone, 
the opiate found in OxyContin and the 
dn.ig brand Percocer, was detected in the 
body."** Thar number again means very 
little when nor supported with other 
information, such as wdiac ocher drugs 
w'ere found in die bodies, wliat illnesses 
the deceased were suffering from, and 
how many OxyContin prescriptions 
were wTitren in comparison to chose 300 
deaths. 

• Also in August 2004, the Boston Gld)e ran 
a story on federal grants coming to the 
Boston .area that wxiuld be used to target 
OxyContin abuse.*^ One local official 
cold the Globe, “we are going to . . . bring 
the danger of OxyContin riglit out there 
so everyone is going to know how' bad it 
is,'’ and diat “O.’q'Ooncin use can lead to 


heroin use.” A local nuiyor called 
OxyContin “the number one heald; cri- 
sis in cities and towns at rh.is rime.’’'' 

Despite the Sentinel fiasco, media outlets 
contintuid to perpetuate OxyContin fears by 
reiterating overdose statistics based on ques- 
tionable science and emoting public officials 
without a hit of skepticism or any effort to 
elicit tebnrra.is irrom rifug war critics or pa.in 
patient mlvocares. 

Eradicating the Prescription 
Painkiller “Threat” 

Tne DEA's new mission to tliwurt the 
diversion of ptes(.;iipcio:i pai.:ikil].ers w'as a sig- 
iiiucanc undertaking, one tha.i: would, require 
extra miuipower and resources. As part of its 
OxyContin Action Plan, the agency carried, 
out more chan 400 investigations resulting in 
the arrest of 600 individuals from M.?.y2001 to 
Ja.nuaiy 2004. Sixty pei'cent of tliose cases 
involved medical professionals, most of them 
doctors iuid ph.armiU'^ists (the remaining cases 
could include manufacrurens and whole- 
salers).*^ 

To implerneiic its new program, die DEA 
fXirricipiited in the Oi-ganiwd Crime Dnig 
Enforcement Task Fon:e and worked coopera- 
tively with stiite and local dn.ig task forces. 
OCDSTF combines rlie resot.imes of federal, 
state, and local h.w enforcement luider cl.ie 
coordin.tcicn of U.S. attorneys, in 2001 the 
DEA dcpurired 1,554 state ;md local o.fficers 
from lairge and smaii police depa.ttiiients 
across thecountiy to coordinate prescription 
drug investigations. In 2002. 1,172 DEA 
Special Agents v.xu'lced alongside 1,916 stare 
and loc.il police officers in 207 sepanire task 
forces. * This sharing of resources signif.canr- 
ly exp.inded the OxyContin Plan's reach. To 
seehow'che task force plan gaw rh.e DEA more 
reach, consider drug wa-r statistics irom 1999. 
in that year, the DEA initiated 1 .699 iiivestiga- 
rions on its ov.-a hut was able to extend its 
iiiwstigative reach by working co(ape.ratively 
widi state and local law enforcement ofRckds 
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Table 1 

DEA Registrant Population 


Retail Level 


Wholesale Level 


Practitiouers (doctors) 

928,677 

Researchers 

6,843 

Nurse Practitioners & 


Analytical Labs 

L591 

Physician Assishints 

71.169 

Narcotic Programs 

1,151 

Phainiiicica 

61,057 

Distributors 

876 

Hospitals.'Clinics 

14,462 

Manufacturers 

45.) 

reaching institutions 

424 

Exporters 

206 

Importers 

136 




Source: DEA TJpdcte, Natocal Associarion of Slate Coofrolled SulKtance Authorities, MvTtle Beach. South C'aroiina. 
October 2002. 


in mote than 9,000 additional task force 
cases.^*^'* The DEA also traiited more than 
64,000 state and local law enforcement per- 
S(5nnel in 2001 at its Trainiiig Academy in 
Quaiitico, Vii'giiiiii, as well ris at the agency's 22 
doiTiesdc field divisions throughout the 
United States.'*^' These task foires accounted 
for 40 percent of the DEA’s prescription nar- 
cotics seizi.ire and forfeiture cascs.'^"" 

Tire DBA's Diversion Control Piograni is 
also aself-financing, autonomous law enfbntc- 
ment agency that is largely cLnaccounrable to 
congressional oversight. It’s mostly financed 
by t:he licenses it rec]uiies all doctors, ivianu- 
factniers, phann;u:ists and wholesalers to pur- 
chase, and in part by the assets it seiz-es when it 
raids the businesses and personal finances of 
those same licensees. Table i shows the break- 
down of the DBA’s ccncrolled substance 
license liolders ijs of 2002. Physicians consti- 
tuted 928,677 of 1,087,045 registrants, or 85 
percent of ail those apotoved by the DEA to 
prodi.;ce, distribute, and dispense narcotics. 
Because prescription narcotics are legal and 
regulated, the DEA can easily monitor the way 
physicians prescribe them. Unlike illicit drug 
dealers, most physicians are law-abiding, legic- 
inaare profes,sional3. Thar also in-ikes them 
easier targets. 

'Llie DEA set.s aniiuai production quotas 
for the inai:iufacrur(?rs of liarcotic drugs, and 
the agency attempts to monitor the whole- 
sale and retail distribucioii of those drugs. 


thougli with decidedly mixed results, in fact, 
large quantities of narcotics routinely go 
missing en route from ma.aufacturers to 
wholesalers and from whoks^ilers to recail<;rs. 
The DEA itself acknowledges this probkm. 
The agenc)’ notes cha.r clicre is an increase in 
OxyConrin burglaries, rheffs, and lobbcries 
of hospitals and pharmacies throughout the 
country, including at Pui'due Pharma., the 
manufacturer of OxyConcin.*''^ 

In one recent case in Ariz(5iia, nearly 
475,000 tablets of narcotic drugs disap- 
peared from Kino Cominunicy Hospital's 
pliartnacy between May 1, 2002, and April 30, 
2004. Drug stores in ntral areas have also 
been targets for burglars seeking 0.-<yConriri, 
and the Intenier has become a major under- 
ground source for the drug.'"'*’ in an inves- 
cigarivc series, the Star-Lei^r newspaper in 
New’ Jersey' actually ordered 0?yContin ovt:r 
the Interiyjc, along witli other prescription 
narcotics. TTic paper reported no contact 
w’ith a pliysidaii, and die drugs were deliv- 
ered to a rented mailbox within day's of plac- 
ing the Older.""’ Given the poor job the DE.A 
is doing of monitoring the narcotics it's 
charged with overseeing, and the va.i'ious 
ways the drug apparently can move fioin 
manufaenrrers and wiiolesalers to die black 
market, the DKA’s blame and p'ursuit of 
physicians for die drug’s street availability 
seems all the more arbitrary, unjustified, and 
capricious. "Pills are a problem in Southwest 


TheDFA’s 
attempt to blame 
physicians for the 
drug’s street 
avail ability seems 
arbitrary, 
unjustified, and 
capricious. 
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If criminal 
ch arges are never 
filed;, a police 
department can 
still bring a civil 
action against a 
suspected doctor 
to recover the 
cost of an 
investigation. 


Virgiiiia," one assistant U.S. attorney told the 
Rod fioke Times in 200 1 , ‘‘And die only way yon 
can get prescription pills is to go to the doc- 
tor '■ ' Bur thar’s clearly not the case. 

In 1993 Congress created the self-financed 
Diversion Control Fund, which was to be fund- 
ed by narcotics licensing fiies. The DEA is 
authorized to increase die license fees to maJee 
sure the Diwrsion Control Program remains 
fully hinded. Tire setup is similar to chat of the 
Healrh Care Fraud and Abuse Control 
Program, which monitors doctors tor alleged 
fraud and abuse tridi respect to Medicaid and 
Medicaje. In 200^3 die DEA doubled its license 
fees ro f>ay for the cost of the program. Under 
DEA rules, doctors must biQ' Ikeuses for tliree- 
year periods at S131, wliile pliamiaceutical 
companies pay Sl-605 per annum for licenses 
to make dntgs. These L'censing fees bring in 
about SI 18 million a year. Tlie Diversion 
Control Progiain cunendy costs about S154 
million per y(!ar. The lesr of the DCFs fimding 
tomes from rhe annual congressional budget 
for the DE\, and from riie DOJ’s A,ssct 
Forfeiture Fund, which is financcvl by seizures 
of assets fiom docroJS and pliaimadsts under 
inwsrigarion for diug diva sion, as well as from 
illicit drug dealers and users, in 2005 die DEA 
requested an additional S245.4 luillionfor dn^ 
enfon:emenr, including S32.6 million for diver- 
sion control.''^ 

According ro rhe Controlled Substances 
Act, all monies or or’nei' things of value fur- 
nished by any person in excliange for con- 
trolled subs:a:.ices are subjecr to forfeiture. 
The money from these seizures get split 
between the law enforcement agencies mak- 
ing the bust, and the remainder goes to the 
DOJ's Forfeirui'e Fund, wliere irs used to 
coordinate more investigations. In 2002 dnig 
asset forfeitures totaled $441 million. And in 
2001 rhe DEA shared $179,264,498 of its 
asset foifeinires vnrh local and state police 
depai rments.*'' The total forfeiture fond v’as 
worth about $1.2 billion by 2002.“^ Tliev-ast 
majority of asset forfeirore money is discrib- 
uied by the DEA to stare and local law 
eiiforceiiieiir agencies who work with the 
•tgeiicy on drug cases, ft is a perv'erse system 


cliat allows law enforcemenr offici;<.ls to keep 
the assets of suspected dixig defendants for 
their orvn, local police deparrmenrs. 

Detective Dennis M. Luken. of rhe Wanen- 
Clinron Dmg and Strategic Opetatio:is Task 
Force in Debanon. Ohio, .uid Treasurer of the 
National Association of Dwersion Drug 
Inwsrigators, kid out the finatickl necessity of 
targeting phyS!.ciaTis for investigation at a 2003 
training conference for diug diversion agents.' 
Lulten, who wui'ked on an ,isset forfeiruiesquiul 
for three a.nd a iialf )vai's, said that in an "era of 
budget curs, forfeitures are .m important ivay to 
make up tor the losses.”^'’’ Luken said that rhe 
task foice aiTests five doctors a. year in die 
Cindiixiati area afore, Seizing a doctoi’'s assets 
to supplement strained law enforcement budg- 
ets was a reairi'ing theme at the NADDl traiii- 
ix^ coiifereiu:e, held in Ft, Lauderd.de, Florida. 
Greg Aspiiiwail of the Miami Dad.e Dmg Task 
Foi-ce, for example, stressed, the importance of 
raking a task force approach ro diwi'sion inves- 
riga.rion.$ by using the theme “sprealing rhe 
lovT.'’“'' fie instructed trainees to get iis many 
kw'enforecmonc agencies as possible involwd in 
inwtsrigarions. The method reduces costs, he 
s.ud. iiJid guarantees that “e\^ybody gets theii' 
fail" cut from die forfeitures."'^^'’ He pointed, out 
dut even if' criiriinid charges are never filed, a 
{.xilice depjUTment am still bring a civil iU'tion 
ag.iir»sr a .suspecred doaor to recover the cost of 
a.'i inwsrigacion. 

In his lecture, Detective Luken also 
focused on “dnag-diverriiig” doctors and. 
stressed the importance of seizing their 
assets. He urged investigators ro sen^e search 
warnurcs on doctors' offices and bank 
accounts and to take possession of their con- 
cents. If the doctor does nor ha\^ a sizable 
bank account, Lr.iken seid, inve.srigarors 
should look at a physician’s Home or office 
building, giwn that both were likely paid for 
wirh the proceeds of drug disrriburion. 
Luken implored agents ro “remember rhar 
asset forfeiture investigation should begin at 
the start of your criimiuil case.’’^'" Detective 
Luken discussed the cases of several physi- 
cians he had overseen and noted th3,t investi- 
gators seized money and property from them 
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before rbe)’ %\ere indicred or tried for any 
crime. 

Lnken then cired a ninnber of aises in 
which physicians had had their assets seized 
before cwr being charged. One case he men- 
tioned. that of Dr. Eli Schneider, resulted in 
the seizLiie of $220,000. Of that money, the 
Ohio Medicaid Fraud Coiirrol Unit received 
$3,752. the Ohio Deparrnient of Health and 
Human Serwees got $24,000, the Cindnnari 
Police Department $29,000, the FBI $14,000, 
and the U.S. Dop.irmienr of Health and 
Human Services $50,000. Calls to focal 
authoi'iries a.r.d public recairls searches don’t, 
reveal whether or nor Dr. Schneider wa,s ulri- 
rnately convicted.. iVLany times, however, sudi 
forfeitures result in plea bargains or civil set- 
tlements, given that the cases can di'ag on for 
years, and asset seizure leaves the acciLsed with 
no means to live, much less to pay attorney’s 
fees and. court costs. The case of Kenrucky 
physician Dr. Gha.ssan Haj-Hamed is a good 
example. The DEA sued Dr. Haj-flanied in 
2002, accusing his clinic of diversion and dn.ig 
disniburion. After inoi'e rlian two ycai's, the 
doctor agreed to serrle, paying $17,000 and 
handing over rw'o automobiles in exchange for 
the federal government dropping its suit for 
$133,000, Haj-Hained's lawyer told the 
Kentucky that the government's practice of 
seizing all of a doctor’s assets, then expecting 
him to fight the case, all wliile still paying 
taxes and earning a living, “inevitably purs riie 
person in a position where they have to set- 
tle.”" Prosecutors haven’t yet decided 
whether or not ro pursue criminal charges. 

Because the Diversion Contrei Prograni is 
self-financed, it is nearly immune from con- 
gressional oversiglit. its administrators ai'cn’t 
required rcjV'Srifo its existence, irsraaics, or its 
efficacy^ when it comes rime for appropria- 
tions. The program also creates a scenario 
wherein doctors are required to finance hwes- 
ngarion,s of rneir colleagues, copractirioners, 
or even themselves. Sl'ould the doctors’ col- 
leagues be investigated, law enforcement offi- 
cials are encotiraged to seize their colleagues’ 
assets, much of the proceeds of which then go 
toward financing mere investigations. 


From October 1999 tlirougb March. 2002. 
the DRA investigated 247 OioKIlofuin diver- 
sion cases leading to 325 arrests.''*^ In 2001 
there were 3,097 total diversion iiK'estigacicns. 
mcluding 861 iirv'estigatioiis of doctor's. " In 
2003 the DBA investigated 732 doctors, sanc- 
tioned 584, and arrested 50.^'“' Tliese numbers 
do not include physicians invesrigated and 
arrested by tlie 207 DEA-depucized state and 
local cask forces tbroughouc the counrry. 

Pucring a total number on how’ niitny clor- 
rors, nui'ses. and pharmacists liave bi\’n inves- 
tigated, charged, or convicted is diflicult. Tire 
DE.A says ic no longer keeps aack of .such sra.- 
risrics. Some states account for physician 
arrest^ otliers don’t. Virginia, for example, 
say's it prosetxttes on average one health care 
professional per week.‘'‘^ Many doctors do as 
Dr. Ghassan Haj-Hamed did and sectie before 
clraiges are brought— because after foifeittue, 
they generally liave no assets left to figiit tlie 
charges. 

Investigating and Apprehending Pain 
Patients and dieir Doctors 

The DEA defir.^is an hiddicr” as “any individ- 
ual who habiniiUly uses any mircoricdtugso ;is 
to endanger die public morals, healdi, safety, or 
weifere. or who is so far addicted K) die use of 
narcotic daigs as to have lost the j,X)uer of self- 
coriTTol wirJi refeience ro his iddiction.”^^^ Tlie 
DEA’s conception of an addict, then, includes 
whar pain specialists call “p.seudoaddicrs”- pain 
padenrs wdio rcquiie opiates to lead a normal 
life. Pain specialists make an innx>tranc discinc- 
don between patients who depend on opiates to 
fimerion nonnal^’— ro get our of bxl, tend to 
household diores, and hold down jobs— and 
addicts who take drugs for euphoria, and v.'hose 
lifesmes deterionOe as a result of raking opiates, 
instead of improving. The DEA makes no sneh 
disrincrion. And by classifying piiin 'patients iis 
addicts, die agency is able ro pursue rhdr doc- 
rors as “d'iscribucors.” 

Wliar's worse, due to unwavering dnig laws 
mandaring tliac possesion of any controlled 
substance ov'er a specified amount constirutes 
an intent to distribute, pain patients ai'e often 
considered "dealers” coo— even if (as is most 
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ofrt’n the case) their entire supply of prescrip- 
tion drugs are for rh.eir owti use. 

Tliafs exactly what .happened to Florida 
pain patient Richard Paty/*' Paey suffers ffom 
niijtiple sclerosis, as well as firom injuries 
incLiiTed in a car accident and a botclied back 
surgeiy. Given the anti-drug climate in 
Florida. Paey foiuid it difficult to find a physi- 
ciatt who would prescribe die liigli-dose pain 
medication he needed to live with his injuries. 
So Par)- turned to his old doctor in Newjersey, 
who wTore Pae\’ undated prescriptions that 
Paey riien photocopied and filled- Tliough he 
conceded rliar Paey’s medication was for his 
own use, Paey’s prosecutor nonetheless 
charged him with “intent to distribute,” 
because the ainoiuit of narcotics Paey iiad in 
his possession exceeded die limit needed to be 
charged with distriburion. After two mistrials, 
Pae>' was convicted at a third trial. Mandatoiy 
.ininimuin sentencing guidelines gave a reluc- 
tant judge no choice bur to send Paty to 
prison for 25 years and fine him S500.000. 
Today, Paey sirs in a Florida prison with a mor- 
phine pump, paid for by Florida taxpayers. 

Mom often, however, piosccurors use the 
tiircar ofimprisonmenr to got pain parienrs to 
turn in their doctors, who make ’better targets. 
And, of course, once pain pariencs can be 
called “addicts,” tlie goveniment is fi^e to go 
aft er the docrors who rmar rliem as “conspira- 
rors” in the illegal dnig trade. In die case of Dr. 
Hurw it/., aroi.ind 1 S ofliis more than 500 pain 
patients over three years were King to liim and 
sclKng the dmgs be prescribed on die black 
maikct. investigators could liave alerted 
Kmwitz to his anlawfiil pariencs and asked 
for his help in nabbing them— he had already 
openiy cooperated with law enforcement, 
offering access to vast amounts of patient 
p.ipenvork over the course of four years. 
Instead, investigators continued to let 
Kunvirz prescribe to knowTi dealere, then later 
offered the lying patients lenient sentences in 
exchange lor resrimony against Hurantz.^^ 

In his speech at the NADDl conference, 
Detective Luken likened pain specialists to 
illegal drug dealers, and explained diat pain 
docrors sell pain medication for moiiev', sex. 


or to feed their dn.ig habits or those of fami- 
ly members or giiitriends— just .is common 
dnig pushers do. Doctors in practice by 
themselves ,md older doctors ai'c often paint- 
ed by investigators as rubes, easily duped by 
addicts or unable to stop fiteely prescribing 
narcotics in the manner they did during 
more pentiissive times. 

To target docrors, invesrigarors loolc for 
“red flags” the^^ believe are indicative ofporen- 
tially criminal behavior. These red fia.gs are 
generally circijn’..sranrial evidence found dur- 
ing standard criminal investigative ptoce- 
dures.The problem with, red flags is rlianvhar 
may appear to be evidence of criminal behav- 
ior to an iriv'estigatot without medical training 
is often (i^erfocciy consistent with legitimate 
medical practice, particularly in a tlynainic 
field like pain management. Criminal investi- 
gators without medical training simply Jiren't 
qualified, to tell the difference. Yet they rou- 
tinely make such decisions, and such dose 
judgmenc calls can ca.u.se the criminal prose- 
caition of an otherwise legitimate physician. 

According to the DEA, the prosecution of 
any given doctor is based on whether thei'e is a. 
“legirim.ace medical purpose” for a prescrip- 
tion he has written or whether it is "beyond, 
die bounds of medical practice,” But prosecu- 
tors concede that there ate no specific gi.iide- 
lines or proceviutes to evaK.iare either of those 
Suindanis. At a Healthcare Fta.i.id Prevention 
atid Funds Recoveiy Summit in Wiishingron, 
DC, in 2004, Greg \X''cod, a federal im'escigacor 
tor the LI.S. attorneys office in Virginia, said 
the govcrt\mcnr‘s aim is to produce probable 
cause chat a doctor (a) intcnciciviliy wrote a 
narcotics proscription for patients without 
Icgirimate medical needs, (b) knew the 
patients getting the prescriptions were 
addicts, or (c) knew the patients getting the 
prescriptions w^re selling the drugs.'^" Any of 
those is sufficient for an .irrest. 

Bur even those guidelines are apparently 
subject to change warliour notice. The DEA 
continues to lower its evidentiary standards, 
making it tiearlv impossible for many doetors 
to detenaiiie what is .md isiiY permitted. In 
October 2004, the DEA dis.i\'cvied the con- 
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renrs of a paniphler ir tiad published for pain 
docrcrs arsd pulled the digirai version of the 
doaj'.nenr do'.^•n from its uebsire.'^' The FAQ 
was a working coUaboratJon with input fiom 
leading physicians and researchers in pain 
medicine chat purported to give guidance to 
pain specialists worried about the DEA's crack- 
down.''^ Tlie reversal infLina.ted advoaates for 
pain pliysiciaiis and patientS; some of w'honi 
had worked wnrb the DEA for several vears to 
"strike a. balance’’ between adeqi.iarely treating 
pain and preventing diwrrsion,'^' The original 
document included such condliarory ian- 
gua.ge i:LS,, 'hriy physicia.r. can txr duped” and 
pointed our that patient behatior commonly 
tliougb: CO iiid.icate criminal behavior could 
instead, be "the possible efiects of luurelieved 
pain,” It warned that “ stereotypes of what an 
abuser looks like’ can haiiri legitunate patients 
becin..ise people who abuse piescription medi- 
cine exliibit some of the same behaviors as 
patients who have unrelieved pain.’''^” Tlie 
pamphlet also made clear that t>E/\ red flags, 
such as prescribing proscription nairorics to 
patients with a liisroiy of drug abuse or nor 
reporting patients whom pliysicians suspect of 
abusing pain medication, are mrt'wi violation of 
federal law, Most notably, the pamphlet explic- 
itly stated, “For a physician to be convicted of 
illega.l sa.le, the authorities must show that that 
the physicia.n knowin^y a.nd hmttiimaify pre- 
scribed or di,$pensed controlled substances 
outside the scope of legirimare practice.”'*' 

Tlie DEA took the extraordinary step of 
disawwing cite doctunenc, just as lawyers for 
Dr. William Hurwicz, the pain specialist on 
trial for diversion in Nlrginia, attempted to 
introduce the pamphlet as e\'idence at his trial, 
fltu'vvitz's prosecutors objected, and a ledei'al 
judge decided in favor of the prosecutors, njl- 
ing rh.ar the DEA gtiide did nor carry’ the force 
of law, and therefore was nor adniissible. 

Tire DEA later explained that it disav’owed 
the pamphlet because of language at odds 
with the DEA’s insistence that they are not 
hound by .any sta.iidard of evidentiary requiie- 
ment to coinriietice an iiiv'esrigation. includ- 
ing the well-established prniciple in federal 
law that the enforcement of the Controlled 


Sul^stai’-ces Act sliould in no way interfere th.e 
etiiical practice of medicine. Tlie DE.A’s expla- 
narion noted tliat “tlie Goyennnent can inves- 
tigate merely on suspicion tliac die law is being 
violated, or even just because it w^ints assur- 
ances that it is not.''''’" Tlie statement weiu on 
to repudiate whole passages from tlie original 
pamtplilet, and said die agency would contin- 
ue its red flag system of deciding wliich pain 
doctors CO invesrigate. Tiiose red flags in rr.e 
interim policy statement include the numbei' 
of tablets a doctor presaibes to liis patients, 
the pracrice of wiiting move ch.a.n one pte- 
scrlpdon for a parient on die same day. 
marked for later dispensing, and using “sneer 
slang” radier tlian medical termiuolofy wr.en 
discussing pain medication with patieius '■'* 
All, incidentally, were dismissed by the DEA's 
original painpliict as reasons in and of them- 
selves to laundi a criminal investigation. 

Tne DEA’s mow cau.sed three professional 
assod-ations of pain irianagcmenc sptvialisrs 
ro rake rJie unusual step of sending a letter to 
the DEA calling its decision “a.n unforcun-ate 
step backward” thiic cncourage.s a I'ecurn ro 
“an adv'crs.i.rial rclariotisliip between [doctors] 
and rheDEA."'^ 

Tlie DE.Vs disavowal of its pamplilet was 
also enough to push into action state offi- 
cials incieasingly alanned by the agency's 
p-ursuir of physicians. In January of 2005 the 
National Association of Attorneys General 
sent a letter to the DEA expressing the orga.- 
nization’s concern about the DF.A‘s more 
strident approach to fighting diversion. 
Thirty state attorneys geiterai signed the let- 
ter, wiiich said, in part, 

Having consulted with your Agency 
aboiit our respective vnews. we w'ere 
surprised to learn that DEA ha.s appar- 
endy shifted its policy regarding die 
balancing of legitimate prescription of 
pain medicarion w’irh enforcement ro 
prevent diversion, without consulting 
chose of us with similar responsibilities 
in the states. . . 

Hie Frequeiidy Asked Quesdoiis and 
Answers for Healdi Care Professionals 
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aiici Law Enforcement Personnel issued 
in 2(X)4 appeared to be consistent watli 
these prindples, so we were sor^rrised 
when they were withdrawn. The Interim 
Policy Statement, “^Dispensing of Con- 
a'olied Substances for die Treatment of 
Pam. ’ which was published in the 
Federal Register on November 16, 2004, 
emphasizes eiiforcemeiic, and seems 
likely to have a chilling effect on pl^i- 
dans engaged in the legitimate practice 
of rnedidne. As Actoniey^ General have 
worked to remove barriers to cjuality care 
for citizens of our stares or die end oflire, 
we have learned chat adequate pain 
inanageineur is often difFieak to obtain 
because many physicians fear inwsaga- 
tions aiKl enforcement actions if die>' 
l-irescribe adecjuace let-els of opioids or 
iiave iniuiy patieiits widi prescTiptions 
for piiin medications.''’^ 

Tlic end result of these proceiiurc.s is diar 
investigarots and prosecutors without med- 
ical training are now in the position ofinrer- 
preting wiierlier or not a suspected physiciaji's 
actions are consistent widi traditional medical 
practice or wortliy of an investigation. The red 
flag system is meant to aid them, in diat deci- 
sion. At: file Jiily 2003 NADDI conrerence, 
investigators were cold what practices— or red 
flags— might indicate criminal beliavior. Tliese 
included 

• Long lines of patients waiting to see doc- 
tors. 

• Patients who are poorly dressed. 

• Out-of-state automobile licenses in doc- 
tors parking lots. 

• Parienrs tvho arrive and are taken with- 
out appointments. 

• Patient visits lasting less chan 25 min- 
utes. 

• Doctors w'ho are licensed to practice in 
more than one state. 

• Doctors who dispense large amounts of 
narcotics from one office.'*' 

One of die many problems with die red 
flag system is tliat invescigaciv'e bodies use 


irniisive procedures to i.mcover reel flags. TF.e 
National Association of Drug Diversion 
Investigators, for example, insraiccs cops to 
conduct video survciilaiicc of doccois' offices 
as if diey were “crack houses. investigators 
have also picked ditough crash at doctors’ 
offices and private residences. Eniployecs of 
suspected tfoccors have been iiiten iewed at 
their homes Police have sought out disgrtui- 
ried fonuer employees w'ho miglir inenminare 
their forme!' employers.' '*'' 

The relationship between a docroi' and liis 
patient isctudal to the proper assessment and 
creacmenr of the patient’s condition. The 
DEA's aggressive investigative procedures poi- 
son dut relaJ.ioi!ship from both sides. Pain 
p.iciencs have been asked to testify against 
their doctors. Pain patient advocacy groups 
report patients being accosted in the parking 
lots of tlieir physicians’ offices, These kinds of 
proccxitu'cs threaten to make some doctors 
suspicious of oveiy patient they see— evi;'!n 
longtime parienrs— a. situation nirthcr compli- 
caretl by the DEA’s disavowing its giiidelines 
pamphlet. Doctors and patients are then 
forced to pUyag.ime. Patients must negotiate 
b<'!CWx'!en indicating enough pain to their doc- 
tors CO waixatit more medication, but to avoid, 
appearing desperate— one sign doctors are 
supposed to look for in identifying diverting 
pitiencs. Some psitients simply stop reporting 
Ciiiin and suffer silendy, for fear of becoming 
bu!x1eti,soine.‘** One study published in die 
Jaui'tk:! ofCJinical Oncolo^ found, tha t wlien 
asked CO match their patients' pain intensity 
on a scale of 1 to 10. 35 percent of physicians 
f.uled CO match tlieit patients' descriptions 
within cwiD points.' '' irsncw'noc at ail dear to 
doctors at wiiac point they re legally obligated 
to report a parienr they suspect of diverting 
prescribed medication. 

One p.iin patient and mother of three told 
her local newspaper, '''Doc tors and nurses look 
at ynu different if they Icnow the medica.rions 
TOU are on. They flag your file and view you as 
ail addict.'”'^ Pain specialists at a professioiLil 
conference in T'ucsoii, Arizona, advised doc- 
tors to iiisrall security cameras, mandate urine 
tests, and frisk patients upon entering their 
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offices ro ensure riiey weren’t bringing in 
someone else's urine— .sil ro ensure that die 
parienrs weren’t lying to tliein ami protect die 
doctors horn prosccucion dowi'i die lined^' “i 
have to heatietecciv'c," aTemiossec doctor told 
the Wall Street Journal}'''* One of Dr. Htirvi'it2''s 
patients cold the Wa.Jnn^&n Post riiac 
1-iurw'itz's treatment saved his life and was 
wormed wfiat lie’d do when Hnrwitz lost his 
license. He found another doctor, but only 
after consicierable searching. Even then, "thej' 
treat me like a criminal.” he said. H only get a 
one-week supply ar a time, and .somerinies I 
hat'e ro wait for hours nr th.e phamiary. And 
the pharniiicisr who dlls my prescriptions is 
the only one in town who will do it, so if he 
goes, then I’m finished ”' 

Tlie DEA has also set up a horiiiie to report 
doctors whom patients suspect of oi'crprescrib- 
ing, iui odd. move that Rircher complicates tlie 
docr(D.r-patient relationsliip,’’'*’ Common sense 
suggests that people posing as pain parienrs ro 
illegall)' dtvei't narcotics oi' pain pariairs getting 
excessive pain medication prescrilwd ro them 
arc least lilcely ro report their docrois ro the 
DEA. Conversely, it isn’t difRailr to sec how a 
legirimare pain patient dissarisfiecl with how 
mucli medication he has been prescribed miglic 
be tempted to report his doctor ov.c of spice. 

Investigators have also sent undercover 
agents, t)'pically fiom sheriff? departments, to 
pose its pain patients with lake insi.; ranee cards. 
Agents schedule appointments over rtie plione 
and. careftiily docL'jiicnc cveiyching that hap- 
pens dunng office visits. They make audio arid, 
when possible, video recordings of c\'«nything 
chat transpires. Undercover agents rend to be 
female— liwestigarors beHev^e women are less 
threacenuig, less suspicious, and more likely to 
elicit sympathy from doctors. Agenrs make 
numerous visits to doctors' offices to befriend 
staff members and win. their rru.sr. Tliey then 
attempt ro accmnulare incriminating evidaice 
against the doctors. Tliey are insrn.!Cted to 
engage in informal, personal conversarion with 
a “rargec” a,iid his employees. Once ati luider- 
co\/er agent wins the tmist of a doc.tor and his 
.staff, she is instructed ro begin looking for 
more red flags. 'These additional red flags liat'e 


included 

• A doctor wdio cold a pain patient wlicre 
he could get his presenptions filled. 

•A physician who asked his patients 
wliich drugs they prefer and which 
dosage workc-d best for them. 

• Doctors who prescribed the same drug 
in die same dosage to many patients, 
including ro more chan one member of 
the same family.' 

Tnese aggressive procedures liaven'r always 
been the norm. University of Florida professor 
of pharmacy and lawyer D.ivid Brushwood 
cold one newspaper diat doctois once lud a 
more cordial cooperariv'e reUcioiisliip with 
invesdgators. 

■‘Five years ag?, if law enforcement saw a 
problem beginning to develop— say a doctor or 
phannatisc dispensitig in w'a)'S dicy diouglit 
were probiemaric— rhty woifid vt’iy e.a.rly cm go 
ro the doctor or p'narmatdsr and say, 'We tliink 
there’s a pioblem here.' By the sa.me token, 
pliysicians or phaniiacisr,s felt comfortable call- 
ing law cnfoiccmenc and saying, 'Something 
srrangc is going on. Come help us our.' It w’as a 
cninire of die early consult. Tlie early consuic is 
gone.” Bnishwood said.''^ 

Bnishwood also nored that many times, 
inve.scigarors will wait for more problerii,u:ic 
situations ro develop in an effoiT to have mors 
evidence with, which ro go after a doirror. Liw 
enforcement officials “watch as a small prob- 
lem becomes a much larger problem. They 
wait, and when diere is a large problem that 
could iiave been cauglit before it got large, 
they bring the SWAT team in with biiliecprocf 
vnfsts and MI63, and diey metcilessly enforce 
the law’. They’ll come in w’ith charges 00 mul- 
tiple counts. Murder, manslaughter, 350 
counts of dnig dh'ersion. Mai^ of wnich arose 
after diey first discovered it, wlien it was a 
small problem,” Brushwood said.''’^ 

Because doctors are now being prosecuted 
for not adequately discerning the niotrees 
and intentions of their patients, pain 
patients know tiiat doctors will be looking 
chein. over for signs of abuse, so many scrate- 
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gica!!y underreport or ov'erreport their pain, 
depending on liow rnindi medication tliej-' 
have, how much they tliink they need, and 
how suspicious they beliet'e a doctor to be of 
their motives. Doctors have no clioice but to 
give extra semtiny to es'erything a patient 
says, not i iist out of a desire to keep a patient 
from iiurting himself or dwerting drags to 
the black market, bur because the patient 
may be an undercover cop- Even longtime 
patients can be duped by police into aiming 
in their doctors under threat of arrest. 

A doctor’s billing practices can also trigger 
a led flag. Investigators have contacted pri- 
vate insurance companies' naud units as well 
as those h ithin Medicare and Medicaid. Tn^' 
comb records to find more potential red 
flags for a suspected doctor. Investigators 
liave also obtained the prescription purchase 
reports gathered by die D£A from pliarnu- 
ceutical companies to track a suspected 
pliysician's prescribing history.'*'’ 

The case of Dr. William Hurwic^ is ag-iin an 
cxcellenr example. He was piusecured in 2004 
as pair of a two-year DE;\ operation c.Uicd 
“Corron Candy” (for 0.x)'Conrin) involving 
between 60 and SO doctors. pharmacivSts, and 
patients. Hunvitz was evennuJly charged with 
“conspiring to crafiic dn,’gs, drug trafficking 
resulting in deatli atid seiious injury, engaging 
in a criminal enterprise, ancl health care 
fraud.”'*' He wis ane.sted at liis home by 20 
armei.1 agents in the presence of his two young 
daughters. Investigators seized his assets, 
including his retirement account, jailed him, 
and mipos<.’d a S2 million bond. Hurwitz was 
evencualiy comicted, essentially of being 
unknowingly duped by' pain patients who later 
sold his presaiprions.’"'” Tlie jury’s foreman 
told the '^^s'lvn^tm Tbit that Hurwirz was “slop- 
py.'’ "a bit cavalier” and that, “no, he wasn’t run- 
ning a cnniinal enterprise.” Yet the jury convict- 
ed Hunvirz of “conspiiacy to distribuK con- 
n oiled substances and trafficking resulting in 
death and serious injury.”'^ In April 2005 
Hurwitz was sentenced to 25 years in prison 
and fuu’d $1 miliion.'^’ 

Tlie DEA now insists tliat prosecutors do 
not have to prove a doctors malicious intent 


or desire to profit from narcotics diversion to 
seaire a. corivicrion.'"'’ In hict. it's nor even 
necessary for rbe government to have expert 
medical testimony that a doctor’s actions 
were illegitimate or outside the u.sual course 
of professional practice. The DEA 'pc-lieves it 
can bring charges against doctors even if they 
never acriialiy distributed dmg.s or their pre- 
scriptions were never i'u:aially filled. In fact, 
there seems to 'De no evidentiary sr.andard at 
all rJiiif doctors can rely or. to thwart a cor.- 
viction.''*’ 

Perhaps no case illustrates the injustice of 
aggressive law enforcement tactics better 
than that of Dr. Frank Fisher.'*” Fisher was a 
Haivard-trained physician whose California 
practice serv-esl about 3.000 patients, most of 
them rural and poor. About 5-10 percent of 
Fisher's cases were pain patients. In 1999, the 
police arrested Fisher and. charged, him with 
multiple counts of fraud, and. drug d iversion. 
More noaitily, Fisher wa.s originally charged 
with several CO lints of murder. State prosocu- 
rors accenipccd to make the case that Fisher’s 
ovei'prescribing of narcotics made him crim- 
inally culpable for the deaths of a pain 
parienc who died in an unrelated automobile 
iU'cidenc, a rruui who received narcotics after 
they had been stolen from the liome of one of 
liis patients, and a. patient who died after her 
prestiription ran out and Dr. Fisher had 
already Lxren arrested and imprisoned. Fisher 
was further besmirched in the press. 
Proscxcutois described hiiti as a “mass mur- 
derer' and commoit drug pusher who addict- 
ed thousands ofCaiifcrniarts to prescription 
pairakillcts. 

Upon his aiTCSr, all of Dr. Fishers assets 
were seized, and he rvas held on S15 million 
bond. It rook just a 21-day preliminary' hear- 
ing for a judge to dismiss rhe murder charges 
and lower die bail, releasing Dr. Fisher from 
prison. It rook another four years to dismiss 
the remaining felony charges, including fi'aud 
and manslaughter. Finally, in May of 2004, a 
jury acquitted Fisher of the reiruumng misde- 
meanor charges One juror described the pur- 
suit of him as a “witch hunt." Fisher spent fii'e 
rnoiitlis mjaii, lost all of his assets and— at the 
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age of SO— was fon-ed ro move in with his 
ekieriy parents. 

Conclusion 

Tlic govcrnraeii: is waging an aggrossh'C, 
iiiceinperate, unjustified war on pain doctors. 
This war heats a remarkable rosemblance to 
the campaign against doctors nn<lei' the 
Harrison Act of 19M, wliich made it arrimi- 
nal fidnny for physicians ro prescribe nar- 
cotics to addicts. In the early 20(h century, 
the prosecuirions of doctors were h'ghly puh- 
hcij^ed by the media and rnrned public opin- 
ion against physicians, painting them not as 
healers of tlie sick but as suppliers of nar- 
cotics to degenerate addicts and threats to 
the health and seairity of the nation. 

Since 2001 the federal gos’eniinent h;is sim- 
ilarly accelerated, its pui'suit of physicians it says 
a.i'e contributing to the .Uleged rising ride of pre- 
scription di'ug iU'ldiction. By demonizing pliysi- 
cians as drug dea.lers and exaggerating the 
health risks of pain management, the federal 
government hits made physidans scapegoats 
foi' tlie failed drug war. In that rlicy are general- 
ly legitimate, well-meaning professionals who 
keep accLuute records, pain plrysicians also pre- 
sent a. better ra.rget rha.n tmdergre>i.md, bUrek- 
niiirket dn.ig dealers for a DEA that has been 
istjbject ro incretising criticisiri from Congress 
and the Department of Justice for its inability 
to meitsuiahly reduce the domestic duug sup- 
ply, Even worse, the DEA’s renewed war on pain 
doctors has fhgi.icened. many ph)-s)ciaiis out of 
pain management altogether, exacerbating an 
already serious liealth crisis— the widespread 
midernreatmont of intractable pain. Despite, the 
DEA's insistence that it's nor pursuing “good” 
doctors, it isn't hard to .see how rhetoric from 
law enforcement offid.ils and prosecutors 
would make doctors think othenvise. 
Kuru’irz'.s prosecutor, tor examole. promised to 
root our bad doctors "like the Taliban.”^''' 
Another assistant U.S. attorney said, upon tlie 
seiittnicing of one doctor ro eiglit years in 
piiscn for having worked for 57 days at a pain 
cl’inic: “i believe and I hope that this case lias 


sent aclear message to tlie rnedica] coinnujihty 
that tJiey need to Ik sure die ccntroiled .sub- 
stances th.c)' prescribe are tnedically necessary. If 
doctors hav'e a doubt about wlietlier they' could 
get m trouble, this case sliould answer riiaf a 
statement that implores doctors to err on the 
side of andtirtreaLinent.^®'^ 

It isn't liard to see how all of this would 
make it more difficult for pain patient.'! to find 
rxeacmenc. "Ton worry ev'ery d^' riiar die med- 
icine won’t be available for much longer,” one 
patient told the VUia^ Voice, ”ov your doctor 
won't be tliere tomorrow becraise he’s been 
arrested by the DFA.”*®* One docroi' flatly told 
the Wail Street Jourrmi. “I will nor rte-or pain 
patients e\'et agaiii.”'*^ Still aiiotlier cold Tirae 
magazine “I tend to undetpeesetibe ii’.scead of 
using stronger drugs tlucooiJd really help iny 
patients. 1 can’t afford to lose my ability ro 
support inyfaniily.”Tlie Wi/rciiiso repocts that 
many medical schools now “advise sti.idents 
not CO choose pain management as a career 
because the field is too fnmght with potential 
legal dangers.”'*' 

The most obvious (chough least likely) 
course of action to address these ptohlems 
would he. for Congress ro end the costly, 
regrettable War on Dings. Barriag chat, the 
best way for law enforcement ofHcials to bat- 
tle the problem of divei-sion uould Ire to 
combat the theft of the dnigs from wa.re- 
I’.cuses, manufaennitig facilities, and en 
route to pharmacies. More impoitantly, the 
DEA, DOJ, Congress, and state aiacl local 
authorities should end the sciisclcss persecu- 
tion of doctors and allow them to pursue 
wliaccver treatment options diey feel are in 
the best iiurercscs of their patients, free fioin 
the watchful eye of law enforcement. 
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APS: ERs Physicians Give Short Shrift to Out-of-Control Pain - Breaking Medical News ... 


treated within one hour of arriving. 

• About 25% said the ER doctor believed them when they 
explained they had out-of-control pain— the reason that 38% of 
those with pain went to the hospital. 

• .About 15% of ER experiences resulted in doctors taking 
immediate action. More than 30% of the time the patients said 
the ER doctors "didn't believe my pain." 

• Among those surveyed, 47 patients said they went to the 
emergency i-oom because their primary care physician no longer 
would trrat them— mainly because the doctor was concerned 
that he was already giving the patient a high dose of opioids or 
that the doctor said "he had done all he could do". 

• About 44% of the patients said they f^t they were treated with 

Penny Cowan, founder and executive director of the American Chronic 
Pein Association, said sho hoped the Internet-based study will help kick 
off more research into the area and result in education of both doctore 
and patients about chronic pain and the role toth doctor and patient 
have in controlling it. 

"This preliminary survey highlights the many challenges faced by those 
seeking relief from chronic pain," she said. "There is a marked 
mismatch between patient expectations and the emergency 
department treatment of pain." 

Dr. Todd agreed. "Further research is needed to assess whether more 
aggressi're analgesic treatment during the emergency department stay 
may provide better pan-related outcomes after discharge," he said. 

Additional Emergency Medicine Coverage 

Primary source; American Pan Society 25**^ annual scientific mesling 

Source reference; 

Ai-«tr^-T ,4C Par- in ths emergenev Depaitmi?nt: An Online Sun/ey of 
Pati-'t F-r‘i i“ncn 

'I'-tm-f s <p Pain in the emergency depaiTment: A multicenter Study. 

kp.,tr. t . 5"^ Feisisting pain among patieitts discharged from the 
emergency deprartmant' A multicenter study. 


^ "?Add Your Knowledge'" JrMJ 

Contribute vcur ov,'n thoughts, experrence, ciuasUons, and 
l-r '.iegne. t_ this story for tfie ber'sfit of all MedPage Voday 

a Offer clarification on one or more points 
a Add your insiglfs on tins story 
« Submit an update aonut tne content 
• Provide a .tUferen* perspectivst on the discussion 



© 200 V-V MecPsgi? lodsy, '.lC. AH Right? K9?i; 
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Pain Relief Net>vork 


PRINT I EMAIL 


Richard Paey 



Richard V Paey was icntenced on April 16, 2004 to a mandatory minimum tcnience of 25 yean and 
fined $500,000 Paey, in hit wheelchair with a morphine pump sewn into hit ruined back, will live out- 
what for him it a death tentcncc-in a Florida priton for pottctang the medicine that he requiret to 
survive 

Judge David D Oiskey heard Linda Paey't pleas for mercy, but could not exercise judicial discretion 
because of a mandatary minimum sentencing 'This it the problem for the Florida state legislature and 
the governor,* Judge Diskey said 

"Richard Paey was prosecuted three timet in the very tame district that it represented by Senator Mike 
Fatano, the sponsor of Florida's Pietcriplion Monitoring Bill (Senate Bill 580) Sen Fasano't claim that 
prosecutors won't use private medical information gathered in government computers against patients in 
pain, it exposed for the hollow assurance it it.* Executive Director of PRN. Siobhan Reynolds said 

Senate Bill 580, and it's companion bill-Housc Bill 397, would allow more government intrusion into 
medical privacy, further chilling legitimate pain management and allowing prosecutors to attack yet 
more people in pain like Richard Paey 

Pain Relief Network it working with the Paey family to develap an appeal and to keep the hope alive 
PRN commends Richard and his family for their show of extraordinary diaracter and perseverance The 
pain community owes them an enormous debt of gratitude 


Spread the ord — Make a Differenee 

Learn More About Richard Paey and The Pain Crisis in America 
Ttif ChittiHg J^rrf (Running Time 56 mm ) 


Newt Artielet About Richard Paey: 
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U pdate on Richard Pac) 

Pain Relief Neiwock (NM) 

Juatko Should Rqect DitaMed Man'* Drug ApfieaJ 
The Associated Press 

A Hope for Clemenc) 

Fox News, Tampa Bay (FL) 

A Drug Sentence Without Justice 
St Petersburg Times (FL) 

(\iori Rqccts Divibled Mag's Appeal in PreK'nption Drug Cate 
The International Herald Tribune (NY) 

25 Years for Being 'Stubborn' 

Reason com 

Mandatory Madness 
Creativdoaring com 

Justice System Failed Multiple Sclerosis Patient 
Painreliefneiwork org 

Cruel and Unusual 25 Years for Taking Own Pain Mods 
Huflinglonpost com 

Punishing Pain 
The New York Times 

l,ettrrs to Jrb Busk: 

Letter to Jeb Bush from Russell K Pocienoy MD 

l,etler to Jeb Bush from Chnstine lleberle 

Letter to Jeb Bush from Rich Cranium 

I,rttrrs From Jeb Bush 

Standard Response Letter from Jeb Bush 

Contact Rorida Gosernor Charlie Crist: 

E-mail Charlie crisKSmynorida com 

The Honorable Charlie Crist 
The Capitol 400 South Monroe Street 
Tallahassee. Fla J2399 
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Phone 850-488-7146 
Fax 850-187-0801 

\V rile lo Kiehard Par> : 

Richard Paey 

R29228 Tocnoka Correctional Institution 
3950 Tiger Bay Road 
Daytona Beach. FL 32124-1098 


o Monte 
e AbculUi 
o Donate 
o Subscribe 
o Important Blogs 
o Media 

0 Pain Resources 
o In the Spotlight 
a Richard Paey 
a Dr Rottschaefer 
a Dr William Hurwitz 
e Clinical Litigation 
o Essential Reading 
o News 

a Search PRN: 

I iMTC* 
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Pain Relief NetwnrV » Richard Pae> 


Page ■» of 4 


• Flannel) on Hurwiu Sentence 

Jul 13.2007 By John Flannery Pain Relief Nctuoek While Dr Huruiu and his catuc uould have 
been bener and more justly serv ed by releasing Dr Hunviu immediately based on the 2 1/2 years 
he has air 

• Siobhan Reynolds. Wniten Tesbmony for Hearing on The DF. A s Regulation of Mediane 

Jul 1 1. 20O7By Siobhan Reynolds PRN Mr Chairman and members of the committee Thank you 
for asking me to speak on the current situation facing patients in chronic pain We come to you 
seeking your p 

• Light at the Knd of the Tunnd’’ 

Jun W. 2007Aulhor L'nknownMy Fos Tampa Bay (FL| NEW PORT RICHEY - A Pasco County 
family's nightmare may finally be ending They're a step closer to clemetKy for a man doing 2$ 
years in pnson 


Mem Archire 
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Pain Relief Netuock > Weicome to PRN 


Pa]$e I of) 


Pain Relief Network 

Welcome to PRN 



ll's up 10 )ou to decide whal kiud of America you want lo live iu. 

Right now, law enforcement and the political machine are selling you a "War On Druga.' instead of 
making sure that your medical needs are being met 

The entire medical profession functions to deny pain treatment and they don't even know they're doing 
it How would a pain patient with any kind of neuropathic pain get by this fictional doctof’ (Click Here) 

The pdilical prosecutions continue, even as people in severe pain arc refiised opioids in sufficient doses 

While some patients arc being driven to suicide, others arc dying of entirely preventable illnesses 
resulting from untreated pain 
(See The Chilling EfTect) 

The prosecutions will not stop until the public rites up against this injustice (Click Herel 

The United Stales of America was founded on the idea that each citizen has a right to life and libetty - 
to the pursuit of happiness Unfortunately, we have strayed so far from this ideal that we now incarcerate 
more o( our citizens than any other counny in the world 

Both poliiical parties are deeply involved, using their "get lough on crime" policies lo further their own 
political aspirations Yet. at its core, our American government is an entity whose power it derived from 
the consent of the governed When the government no longer works to protect the lives and liberty of its 
cilizens. its cilizens must make their voices heard 

Pain Relief Network works to expose this gross vidatian of rights — to awaken the press to the 
nightmare they are sanctioning with their silence 

We are here to work with you. those in pain, those with family members in pain, and doctors who are 
being destroyed by the government's "War On Prescription Drug Abuse " 

We are here lo abolish the Controlled Substances Act so that society will have lo rationally regulate 
these important medicines, ensuring that those who need them can get them without fear of prosecution 
The criminalization of doctors and patients must stop The doclor/paOcm relationship must be restored 
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PajfK2of} 


to the priMlegcd positiofi in sodet>' it once enjoyed 

It is time to put the medical needs of the vulnerable ahead of the political aspirations of the powerful 

Please sign up for our newslener and become a pan of the only organization committed to stopping the 
witch-hunt against pain treating physieians 



Sprad the Word - Moke a Diffemice 


o Home 
o About I's 
o Donate 
o Subsenbe 
o Important Blogs 
o Media 
o Pain Resources 
o In the Spotlight 
o Clinical Litigation 
o Essential Reading 
o News 

. Search PRN: 



News Headlines 


• Flannery on I lurwttz Sentence 
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JuJ 13, 2007 By John Flannery Pain Relief Netuork W'hile Dr Huruitz and his cause would have 
been better and more justly served by releasing Or Hurwitz immediately based on the 2 1/2 years 
he has air 

• Siobhan Rey nolds, W ritten Testimony for Hearing on TbcDHA'sRegulaiton of Medicine 

Jul 1 1. 2007By Siobhan Reynolds PRN Mr Chairman and members of the committee Thank you 
for asking me to speak on the cunent situation faong patients in chronic pain We come to you 
seeking your p 

• Light at the Ersd of the Tunnel'^ 

Jun 19, 2007Aulhor UnknownMy Fax Tampa Bay (FL) NEW PORT RICHEY - A Pasco County 
family's nightmare may Htully be ending They're a step closer to clemency for a man doing 25 
years in prison 



O 2006 Pain Relief Netu-ork All Rights Reserved • infcKapainreliefnctwork org 
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PUBLIC POLICY 


Prosecution of Physicians for Prescribing Opioids 
to Patients 


MM Reidenberg^ and O Willis’ 

Many patients in pain receive inadequate doses of opioids. 
Pear of government action against prescribing doctors is one 
cause of this inadequate treatment. The purpose of the study 
was to assess crimiual prosecutions by reviewing press 
reports of indictments or trials of doctors for opioid 
offenses during 2 years. Forty-seven cases were reported 
involving 53 doctors. Fifteen cases were for offenses 
unrelated to medical practice. In 32 cases, the charge was 
ha.sed on determining the prescriptions for opioids were 
outside the bounds of proper medical practice. Only two of 
these cases were evaluated by a state medical board before 
indictment. Five doctors were indicted for murder related to 
drug overdose deaths. None were found guilty of murder. 
PrQ.secutQrial exces.ses and hyperbole were common. The 
state medical board’s review of appropriateness of 
prescribing opioids wheu a doctor-patient relationship is 
presumed to exist could decrease inappropriate criminal 
indictments and reduce this component of fear of 
prescribing adequate opioid therapy for patients in pain. 


Studies have found that many patients with pain are given 
inadequate doses of opioid medications to reliev'e their 
pain.^“® Multiple barriers to the adequate treatment of pain 
have been identified.* One of these barriers is fear of 
government action against a pli\'siciim who prescribes opioids 
for patients in pain. Wc have addressed the issue of whether 
the reality of this risk of government action is as great as 
physicians’ perception of it. We have reviewed Medical State 
Board actions** and information from the Drug Enforcement 
Administration about indictments and revocations of regis- 
tration.*'' We have found that the risk of a ph'ysiciaiics being 
punished by cither group for prescribing opioids for a patient 
in pain with adequate medical record documentation is very 
small. 


Ziegler and Lo\Tich'** sunxyxd chief prosecutors in four 
states with hypothetical cases of doctor-patient encounters in 
which opioids were prescribed. The investigators asked 
prosecutors if they would investigate the physicians in each 
of the cases. Some prosecutors said yes for some of the cases. 
We then thought a review of actual state and federal 
pro.secutions for opioid offenses was needed. We reviewed 
new.spaper accounts of indictments and trials of doctors to 
determine if these, and the publicity attendant to them, 
contribute to physicians’ reluctance to prescribe adequate 
doses of opioid analgesics for patients in pain. 

Our method was to use ProQuest and Lexis Ncxis 
Academic Universe electronic journals, news, and periodicals 
database.s. These were searched for all available publications 
about criminal ca.ses against physicians treating chronic pain 
patients. Search terms entered were physicians, doctors, 
prescription medications, pain Idllcrs, opioids, controlled 
substances, pain medications, prescription drugs, trial, court, 
ijivcstigations, and drug trafficking, with each term being 
used alone and in combination. Additional sources of 
information were found on weh sites, including http:// 
www.cpmission.com/politics and http;//www.cpmissiun. 
com/main/chargcd.html. The accuracy of information pub- 
lished on these web sites was alwa-ys confirmed by a second 
source from the press. These confirming sources were found 
by entering the physician’s name in Google and Ask.com 
search engines. Numei'ous secund-souixe articles and pub- 
lications from nationwide newspapers and journals were 
reviewed as w'clL Detailed and thorough review was limited 
to only those cases published in the years 2004 and 2005, and 
the published press reports were the sources of the primary 
facts cited. 

Information about 47 cases involving 53 doctors was 
obtained. Twenty-one cases were state and 26 were federal. 
Seventeen were reports of convictions, two were reports of 
acquittals, 27 were reports of indictments, and one decision 


'Department of Pharmacology, Joan and Sanford I. Weill Medical College of Cornell University, New York. New York. USA; ^Department of Medicine. Joan and 
Sanford I. Weill Medical College of Cornell University, New York, New York, USA; ^Department of Public Health, Joan and Sanford I. Weill Medical College of Cornell 
University, New York, New York, USA; ''Welll Cornell Medical College CERT (Center for Education and Research in Therapeutics), New York, New York, USA, 
Correspondence: MM Reldenberg {mmreidC°>med.cornell.edu) 
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wiis pending. Fifteen cases were for activities unrelated to the 
practice of medicine such as stealing opioids from a hospital 
supply. In 32 of the 47 cases, the charge 'was based on 
determining that the prescriptions of the opioids were 
outside the bounds of proper medical practice. In only two 
of these cases was it declared that a state medical board 
reviewed the case before indictment. 

A total of 13 cases involved deaths in which prescribed 
opioids were initially considered the cause of death and often 
initiated criminal investigation. 

In 17 cases, the articles reviewed included information 
about the duration of the investigation of the doctors before 
an action was taken. For some, specific dates were given. For 
others, the time was given in years. Using 12 months for each 
year of investigation, the mean duration of investigation was 
22 months with a median of 24 months and a range of 1-48 
months. The investigations took longer than 2 years in one- 
third of the cases. 

A total of five doctors out of the 32 cases with chaises 
related to medical practice were charged with murder in 
association with drug overdose deaths along with other 
offenses. Tn two of the cases, the charges were withdrawn. In 
the other three, juries found the doctors not guilty of the 
murder chtirges. No doctor was found guilty of murder. 

One of the doctors convicted of manslaughter was 
sentenced to 25 years in jail. The sentence for manslaughter 
was withdrawn after it was revealed by the pro.secution that 
the patients who died of drug overdoses were not this 
doctor’s patients. A doctor charged with murder in the 
death of two patients had the charges dropped when the 
deaths could not be linked to the prescribed medications.^” 
One doctor, found not guilty of all charges including 
murder,^'"’^^ has written a detailed account of his experience 
with the criminal justice system.^^ He described an unwill- 
ingness on the part of the state to admit its errors and correct 
them. Another doctor, convicted of offenses other than 
murder, claimed that evidence produced after the trial 
showed a witness-committed perjury in the trial.^^ 

Judges and prosecutors are quoted in some of these 
articles as intending to “send a message” to doctors. 
Examples of this are as follows; 

After conviction and obtaining a 19-year sentence for a 74- 
year-old physician who claimed he was treating patients in 
pain and who was defended by a court-appointed public 
defender, an assistant U.S attorney said: “I belicvT and I hope 
that this case has sent a dear message to the medical 
community that they need to be sui'e the controlled 
substances they prescribe are medically necessary'. If doctors 
have a doubt if they could get in trouble, this case should 
answer that.” 

After obtaiiiing a cotiviction, prosecutors said the doctor’s 
“practice amounted to a criminal enterprise” becan.se he 
charged for his service and should have Icnovvn that some of 
his patients were faldng or exaggerating their pain.^^ 

In a third ease, following indictment for murder related to 
prescribed drugs, the District Attorney is described as saying: 


“a jury would have to decide whether the medications Green 
allegedly prescribed illegally were cxccssh'c, or whether the 
individuals should have been getting the medications at all.”^ ’ 

In summary, we found 47 cases of media accounts 
published in 2004 and 2005 involving 53 doctors indicted 
or convicted of criminal activities related to opioids. In 32 
cases, the crimimil charges were based on allegations of 
prescribing opioids outside the bounds of normal medical 
practice. In only two of these eases did a state medical board 
make a judgment before criminal action. In many cases, 
witnesses were undercover investigators taught to deceive 
doctors or they were drug-abusing people who deceived 
doctors. Some of the news accounts indicated that the 
doctors thought these people were real patients in pain. 

Many people have been trained to behave Hke patients 
with a wide variety of diseases. These people are used to teach 
medical examination skills in medical schools and in the 
testing of medical students for promotions and physicians for 
Kcenses. They are called “standardized patients” and are also 
used for continuing medical education cv'aluations. Standar- 
dized patients have fooled experienced doctors.^'’ Tt is not 
.surprising that trained undercover agents or clever drug 
abu.sers can al.st* fool experienced doctors. 

Our method of an internet seai’ch for news articles about 
doctors indicted or tried for offenses with respect to opioids 
has Imiitations. It may underestimate the true number of 
ca.ses bronght during the 2-years period nnder stndy. A 
.second limitation i.s the small amount of factual information 
in mo.st of the artide.s. Thi.s has limited our ability to do a 
more comprehensive review of the actions taken and of the 
motivations of the parties involved. Nevertheless, it is clear 
from some of the qnotations in the articles and from the feet 
that all five doctors indicted for murder were not guilty, that 
pro.secntorial exce.sses and b)q>erbole appeared to be routine. 
The dire consequences to c>ne physician and his patients of 
unsubstantiated charges of murder and c)ther drug-related 
offenses haw been described.^' The consequences for the 
patients wore the loss of their doctor and loss of pain control 
with resultant disability and depression. The consequences 
for the doctor were time spent in jail, loss of income and 
sarings, loss (»f medical practice, the ability to practice during 
the time the case w'as pending, and concern about the 
possible outcome of the criminal proceeding. These 
consequences probably occurred to other indicted physicians 
and their patients a.s w'dl. 

A physician apparently risks being charged wth murder 
only when a patient takes more than the prescribed dose of a 
“controlled substance.” If patients take overdoses of anti- 
depressants or other medications not on the list of controlled 
substances and die as a result, prescribing doctors do not 
appear to haw been criminally charged with murdering Their 
patients. Thi.s risk of being called a murderer if one prescribes 
opioids to patients in pain who suhsequendy die, contributes 
to the present climate of opinion that inhibits many doctors 
from treating people in pain with adequate doses of opioids. 
A finding that is used to indict some doctors for murder 
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relates To the tnisinterpretatio]! of forensic dnig level 
nieasuremetits. Sotne chrotiic-pain patients on appropriately 
large doses of opioids die under circumstances in which they 
become medical examiners’ cases. Some medical examiners 
interpret forensic opioid levels from these patients as causing 
their deaths. This is because they apply criteria for an opioid 
concentratioti that may be fatal in a drug-naive patient to a 
chronic-pain patient who is tolerant to opioids. Func- 
tioniiig pain patients, receiving appropriate doses of opioids 
chronically, cati have drug levels in the range that can kUl 
people intolerant of opioids. Pdn patients who died of 
um'elated causes have been erroneously declared to have died 
of opioid overdose by medical examiners who have inter- 
preted the drug levels inappropriately.^' This has led to 
imwarrantcd criminal charges against the prescribing physi- 
cians.^^ 

Pubheity about doctors being arrested and tried for their 
prescriptions given to patients who deceived them and the 
hyperbolic public denunciations of these doctors by prose- 
cutors sends “a clear message to the medical cominuniTy.”''^ It 
contributes to physicians' fear of prescribing opioids. More 
importantly, it makes doctors suspect patients claiming to be 
in severe pain, This suspicion interferes with a proper 
doctor-patient relationship and prevents adequate therapy 
for patients genuinely in pain. 

When the alleged controlled substance offense occurs 
ontside of a doctor-patient relationship, a jury trial is the 
appropriate way to determine guilt or innocence. The 
statement by a prosecutor that a lay jury is the proper bi>dy 
to decide if a specific prescription is within or outside the 
bounds of acceptable medical practice^'’ should not be 
correct. When prescriptions arc written in a doctor’s office 
and a doctor-patient relationship is presnmed to exist, the 
state medical board is the governing body responsible for 
evaluating the evidence and determining if an action is within 
or outside the bounds of acceptable medical practice. This 
occurred only twice in the 32 cases in which a doctorpatient 
relationship was presumed to exist. Onr review failed to 
identify the reason why medical board revie\v before 
indictment was consistently avoided by prosecutors. 

The intended purpose of these criminal prosecutions is to 
stop the diversion of controlled substajices away from 
legititnate medical use. The average delay between jjiitiating 
an iiu'estigation and bringing criminal actioji appeared to be 
2 years. In one-third of the cases, it was longer. (Icrtainly, a 
state medical board can take action by stopping a physician 
from prescribing opioids faster than the time needed for a 
criminal invcstigatioti, trial, and convictioji. A more effective 
and rapid way to stop diversion of physician-prcscribcd 
opioids is to protnpTly refer the cases of physicians reasonably 
suspected of supplying opioids to diverters to their state 
medical boards rather than the criminal jnstice system. The 
boards can then tidee an\' appropriate actions including 
referring the case of the physician to the criminal justice 
s)'stcm for prosecution. Such actions as convicting a 74-ycar- 
old physiciati atid giving him a 19-ycar jail sentence ■when he 
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claimed to be innocent and treated people in pain^'’’ is far 
from the best 'way to stop diversion. It is an excellent way To 
make physicians reluctant to prescribe adequate doses of 
opioids to patients wdth chronic pain who need strong 
analgesia. 

CONCLUSION 

There are physicians who abuse their privileges and 
knowingly arrange for opioids to be taken by people who 
arc not in paiiL There arc other physicians who appear To 
have a doctor-patient relationship with people who deceive 
the doctors into treating them as patients in pain. And there 
are many doctt*rs who treat patients in pain appropriately 
with high do.ses of opioids. Any of these docti>rs may be 
investigated and risks prosecution with a la\' jury to decide if 
the prescriptions arc within or outside the bounds of medical 
practice. This inhibits doctors from prescribing appropriately 
high do.ses of opioids to patients w^ho need them. In addition, 
when doctors imtst continually be suspicious of patients 
claiming to be in pain because being deceived can lead to 
criminal prosecution, their w'illmgiiess to treat patictits in 
paui %vith opioids diminishes. This harms patients in pain by 
increasing their suffcrijig and by dijiiijiishiitg their ability to 
work and to function independently and in society. State 
medical boards rather than lay juries should be used to 
determine if doctors are prescribing opioids for patients 
inappropriately. If the prescriptions arc determined to be 
within the bounds of medical practice, the case should end 
immediately. If the doctors arc intentionally prescribing 
opioids for non-medical uses, they should be referred to the 
criminal justice system, If the doctor is intending to treat 
patients in pain, but prescribing excessively, the state medical 
board can and should take appropriate action. This would be 
a far more efficient and effective way to diminish this aspect 
of drug diwrsion than current criminal prosecution, It could 
eliminate pro.secutions for prescriptions given within the 
bounds of medical practice, This would help diminish the 
tetir of government punishment for prescribing opioids and 
lower this barrier to the adequate treatment of pain. 
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sh-actticji i^wixKiSs. iSm Gov- ExSj. alS.- Ttue r/iictit;<mi -sRarikct. i« «i£fxw:e«»:-4J try « 
sbcst cssfa. of distnfes*fe)!7. 5a xhas fnnwaf-, momJfaaisiS'tjrs ^ther s«U dnsoth' to large 
i&iUG5of gcrKswy stcirao CstiriiS5.C?’4«sa^siSaf«fl^) jautfs <a R.ti« Aktand 

CVS}, ac^ lathw lasg-e? rotaisk*^ -o? -ftasy sdi i« las'gs fwic^S’SJ^oxs 

i^bi5-sBd«goiiSiraosife%*«dA3ne?iSoi^C»*'-^‘''^-'5®^''^- raihsn-aora, I.J3 i s 
d^sjssca? pfOifecss said m This ^ £5%!«r s^ix>^ and Wwo? 

’ A-voaWd iBCv^gg ?,' m 'ja- 

vit/4. v|6stei4es^'»«-^1^S3®Kw«,' ■'•.■■. 


.fi" ^isr m -i-^ 


txn ^ • m ahA^ 


J4-a. ' 
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?bfeaa as 50 sf.^’ c-fm%,. «w«ive, 

.& 0Gm'^,^«>d««tsr !w»id WShfc fXi;)p-ir?«i!ft<5,T5a im^^paa-s 
iajwTi ©f ^te«it-»iSi«ii ssd aee-i^M;1^-^S im^^sj*SE2i£g as gas srai£i£i©g, w?>a|jf 
ctitjvfi3iji3ic®3KtJ«s.i3qasT9tijjfe^'^^gi^fe,lHt«a5y|ja£iofs,Mdvi^s«>stt^^ Simiiloi 
& Mosetsvs*, m piodacis jits tjpicagjf ibvf^ So ir<ds!Kt!}«j 

jri^ia51.3«KS aschifls 60 sag. ?«5a&>e?fccsfeas» {sMeSs «i4sif* as^-'j^fei ^a kr^er tyjarkag* 
ffttcfe ss iOfi, or } 20 bask juras. |>| SuJft&K fothsr stafiad liM* TU>R-i)P4;?if5rt»»i 
nsaU^. teiKi «o StfU fesge qvosBK^ a^Ii« I of»aiataS |Sf©tii«*iK «> 

iaaividuftli vtSvo wodc &r ffidibaa^phetoAiinfi aam-Jctrt furf. iin»ijyR to bji^ mit a stoje-s 
«aiTe »t-sfik rtf Jist X r^^sicsi piodtssa far going » sbft aotfft « d5ffi»;*ht Hm»s tsr 
lijfiwsntdnyat !Ste^<iJrt'6-7.:.... 

D! Snbbi«e scared that l^eaause of ineraesed r>SA SQ/oi:«J4frerasit fiS&rm iaviivlvwig 

pasKteojAeifaine pratiiwis, ott^i«s?T5iabaav^ ft«5ftck<rs ha** ioaititfiiisly gone Sadt ^6 
CBsaWsMfioa ^iK&few ^oductf. *tt*r &?. at fa tn Kiitto fisther sfalasl E^uiE M 
JOCK'., ius ccsjyawsffid <tf<»rabiQBtieB«^»hed?fe{i>/gajKfeae#i^ 

jidxaSuele md d^mcewimd ifew- saks Sa difeS* swjO'AnBttl la or if y of {h« 

^na4'etS)^^le^tj*flasesai^^e*«3^y ^KMuad<>«fh<Kteiasw^ Ss^ld. Aecordwsgte Df 
Eubi^, fiis sJH^cs of |3r5>d0es «s!liembfe«amijK: see 

■‘Mion'fesi-’ aad T*^a^'ydild»'^r^'«^asls.gC‘ mg> jjssiido©^»dr!«^, aisd *'?.&?£ 
an-SMsmTwo Way,'"'«t*fcfca»'e«ifSfeawt«jft^«iafisiOf-t?-6ducts.ik^^^ *i iK.l.t. 
iwfr jfortJwf 5m ^aB'fe5^;'SI^K^:lf^dfspcc|K5nio-a8’«!y Xfpvs^m'^d in 


.e>i ei *^«3 


KWf 'J-« ££»» , 'ON rP-if ii! 


: 4 •'•}■■’■ 
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.v. , Ocr., 

h-,h ^ Vread SMfe u^.c c^rircai - m. 

aiT3, \V-;:.\v:V^4::%:::^ro;':?-^.'C '^■^ 

®sig!se4 a» a StsS'CiwoSnatiK -s^i: B^^ssi'jjmSSiiB r+rfsitm miiSA 

Mr. r,. 8 ^i»V to 0 EA 

^«SOT 1 . &l Qs^. Kxh . «, « J. t'sjw (i* I»J«ns, BBA coEotts iEfeKI®iOn 
Kjadisg: Jii, I sS,troi#a!» jatoSsKts Jits Imn Urn ami « nfettfesiios hi. stass cad 
idfeijJkjfemraatotoasafihe^ Thet&vaamtowawisi it*) 

(..•iteawiist 5f 3J ^.m^ le»« i«.t<i to ?DK, La>t«*«i5*, tbcKsoaftctooroI 
Ma* Biaati, t pwte wtsti'o Sjsp--^idoui dismoKis. *c t3ev. Etsh, I» Ati-iKOLtj « 
t»s«tSa«i, bat^ota teuatyS, wo (,rf S.i.f«bti2t!,i9a2. i,C7 

aaS<«p«.K(Msfe4tteatdoU«dl5r,?.5CoMdft«k,noj^ 

.igtSSfitai.’wiiBvfeiKti fr. »tB>itK«!.«ia!ir«.ofisimtofe!f. lattooUKto 'feWsiioiatfi*::^^^ 

XjaiHd Ssaaw aohAag TwiatMee. Tw SovomoKat dro iatK4t!aMj loio or-jtesa: ti fi*f 
*i 17 WBtntag !«5 «j isso«! ta BM bcssoss Umb pEttoiiv. tadash Raspoisijsn »ist, 
<!■!lrib^!E(!,B^lIraf|5l^i^dd^^lios^e«utMo^tl^ Ss.t CJoo, iiiit JO. 

7J» fewtooas wSraotbd io 20 ovitteto, tbe*riastiot. of .WtftB. JteWao, an 
atffm m-msisHn^ ®3!)«sof dotaogciffc, ajd son-jj. .Jaa, 

3*.«I Oft feb MrAy of (is iaias o-«iuh!o gniw »«« BcosusaK, Csmar of tow T«0a, 
Mr. 

«!*e a*«g' ataw a«J irf-nsK-tto, 

«i!x»wa=*S)<f>piag6Snisa!3iy lW{iao«#.jatedfa5!,i. 

*ngs ly 
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l^a»ai<?£ivr ti53e aa*is-jsya.15ieffl5es^ sisles6fal^ eifQvtsBiHi-iSis s2£Js^^s.“ Id. 

Ml:. Fii^bia liatu^ watiSed aet 1 «*k 3 on saijiv of U.S. fiyv^'4-aisf*'it 
Fisflra<«Jf».-o C^.'vsi' 4 t &osa. loJsMiRsdac odSKswhS «»»?. 0*- Ngn^os^ AsstSvi*4?toD. of 
Stinifs. &tK4ci323*a»ttstefiyfi^^ point of sail* ^raiiiaciEuffi. dsti*, M 

w)aEtr^ 2 le^,.a ffi&m of Jhs Kaiit*iosB« ssK^tset wffitK aaiss of fssrodoeip&edisiie. .W id 
«? 3. Aesos4iiig»My. of ^wendcet^ asEccims fos: "^onip 2.6%^ 

of i^siijs yf t»caicfe «Ki &^{y care ptfo&icss in cocvftnieajc* s^jAa^* m& ivily of 

JotSEJ V 5 ‘^^ (Roa-gssoiSsi?) saleB.^ Id. 

hds. R<Msa aswiSial {)!«i nomai^ «=)£i)«is«l cctbi sshb of j^jdcwjjfeedsixie 
(Hcd) abJcta iK. s «57iv«iUfl3W- «t05M cuiy iiujjpf l;«v«c*i S iS ond i 4i> j»er snossslt, w*?h sr 
JO.eW p« A/. .«.?. Mr- &abK.ir. wJao itsuifioiil a»t *'S^:<»fi|!Wff.tti.i.«wile.' 

«l jq^e?iHne (iidjflbl^felsisa fteoav^aieace »^JCC rangtes NiWHiRif 0 ftiai !f 2^ with h» 
U.S8.’*/V- ot7-S. Mj.Rob&jaftnti%»tc3R3«HWarai>utUy»et*S3*Ssof 
i 40 of ^pfitdrtue S $0 of s««wi&cj^.d<&i6« wou55 •'skxui !«ss cban ivrA ic S,<fi)0 ti3x<<^i 

tr tsBiJom M. KSo/-»o>«r, a rawifeiy yitsaii sste of $ f»0 cf «{:S>er5d?ie. or $ RiO 

b j>jiaiuio«pb£diins '‘aocK? «&cni*. occo i/<. a anilaoa tkofis ia jaxu^^’aa 3SJ3^.yiig-" M 
'Ihn «rl Re^«a^«at 

R«*gs3»d«it'a laittai ssi^t53?4'iocaJksfi 1319 CsKjal Cotttt, Hor^sftgs’, 
Tsnsc»«f». OnTaJy J5, Yoimg wpataaleifKr t&DEA^^Ka^^Jl>•^lba^?k!^5 
/nf/irrtmg 132a Osaisl C'ottft, 

Hemriiagfi^- fesinesas^?, resss^x^oa rVtIia add:? ??. 


iS^c , •^i*©- 


if r i 
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^et5N&pda«£’s k-Asc 131^’ 

IS? ir/ UTA^sit, Mf. dfe^ded to tor, vita--' i ^*1 v rj ^ .0= 

a3 as lefaing ^ l33i>sapsje-da(iiifliE ^atsU w^®- pt^-rjise^ (fl'^c L«bzapr 

Pnce)wHickfce >%a>tiS£ngf<»M: ©gi«*sirit^ 242-43 K* Yosb;? did 

sal UF-A, howewa', ta^ s^et Sc^ioe^KK jnavai oat ii-fifs ds^ai 
ioe^jaa, M, at 24'^4'5. 

Btf^m?;. DE^’s ws^stucQj, 5?i>^*kte iiii£ » '-r^ntsx &s nsadijffcatie^i^^t'ta be 
feMwJlsA itttfcc.ivaalieiasma as ko appJtcaaoafK- i^^MsSttsOD,'-^ CHf. iSdP.JSI, mx 
Aiigtat 7ft IfiOi,. i\««> ySls visitud KwpwKiairf'ft niO Cttsmi Cmn m oew&ifA jw 

invesiijsoiioifi- ALi ttt ) 5. llse uis wspssted tb? ^iiiry pbawjs’d ft-om R^piJiwlfiat 
H^tt oi'lwijs i&ototomsss ThcDU6>Hud Lisffl iftgsaiae^ 

«rt!h! Sixitocdy «tor«<i is ? 4ie4 •>!’ i*iO \Mteeiiovv:«. 

'ntft tJffK totl Vof»»’ !2tei iJtcy ^xtoici ccipjabl a» ae«;a'i£iia&Uit>' I'bc ©Is 
'COii/tU£{^'i an cf aU lisi I ’Sitesrasai on liMid ohcatned Mi:- Vauzig;'i( 

aipaairjsxiCHtthajf Tf 3'?-40 7T>el‘afesJs»t4UitMr,y^ja3^tfcat.tiiej.' 

ivended 1KS> kncny sisvastoty \^'sjR (in RerpoM«ar's Mai; 40. On«!»f 

wnUd aot recall, i^wevys:, wd-adiw ^£t. YsniagJj^sa'ui tJjfan v^c ,is{: i rfiejtuoal •^' 
prn*l»cCS «*?s fai; mxKkA. M . sS 41. Ti? 2 Dllafcrtesnfied &*£ Mr. bai^ gpttcr. 
l:i(toktoii'<£si5w#a:<Sii^L3S».IiAB5riiaM5]lss^/m&>'f^vsrjeeikO« /^. atiili, 

bis tsstsjmm}', Mr. isaa&'nisfi.l^iftei.tfe fefid a^3s^ luci absiut ''di? tiut^ 

iRV-eatoiY' whntim cki 5|5# tnjr.fe.'* Ia\ at 25f ' 

T|i«'0i5 thssn r*a^S^6Ed;^^feyc»id^, waSS^',^’ ct:?&iu<£:4 m aceoa.4tSib^ Stry atisfd?. 

Jvir. Y<w^,to^3 fcVe I>1$ ife •wstohDUJSj but -ft-eie at a?E 

9 

t 


Sd'l^faSSiSe' ar 


£i^l- sse ^ s- -'04 wmid 
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o8fae, whieb iMsail rn mO tsiwaaj The Wi mo wsm a «>* om<x. M « 
■«7. 

Tfe m pf^eeaeca ta oi of tis? 

Epte£d5ta* rim m tafeet fcsia^ Max SSraciJ Sd tteblet ■ajw f Jy*iwi 

l?Me? p>cKtW5, Bcft# ii3© ihens ms Ki twgjsii^tg i&v-3«o?y, Tiw 8?ia^-ji c of 

af Bio ,c«:23uoc 3. /if st 47 -..Tlag Ma eJitc esrsa 3 i «?4 ii.rti d.tr 

piwasas?’ !a3‘«c«s ftom Sia^iosn?'* utd V. lEird to'py 

T*50i^r^!5,'’ i^aiMiUT '^ea^itdisaiK^'tKii'tGSK ^!ctc vs/Sfl; 

3fUi EpijfiiM^Fha!!O^fittd«00>T>’Quf{,T«-to!i,O©v. BA«i ?7 ‘T'u^ m&^lssG 
feuaii s sbostfige of 3Ki( i>ofUeR of' Max Bns%d if. 

' 2 ’!«^ AU Ibvn4 tSiR “tiliss iav^f^tois did ad coa«it«: Mf . V^wiiS ia sKiSois.'j* ?fea 
miil resalis" wuitwtad ''Mr. Yiaui^ tesfUted ’hsttlre tiC« awiii« of tko ataiit: 

i'effe'JSUfjJ'dUi!rtwy««««S%wtb?AogMss^ -U-.* ar i?.'' Tiw Al*/t«ii*iftr 

found that Jv4r, Yuibsg ftKit JUid biv c(up joye«?.s g*^' back iJsfoagH bif and 

fecaltMilfij* Re^ssdrioi's *a}09;. fb* eoij’jkoiwa ibitiui avcrsges- »V<fa 10 ^ 4 .?«« If. 257* 


5& 


* '11^ !l}!it3sr )iHiXe<«dl^. amier lfesemii^»ai(Edt^ recorUs at av^r $m«%3 

imai 37<3S. Thi oeaifssfx minvaioi 

’Joc^ma&b^a pt^/csesit ijeimst&dssisf ^TSOhac^etn-esk^t^^fi ol'S v>?ss -n 

j^^4X2llUP.s?<n»!ns3i 

JsOMMr.excat^tiis.aafrJk.ibsr^^es^iard SniZl 

Cias- £4di.At. 

* &i.U-'S^'Sasr.&^l!SiSsimsS^SCii^^-^h:Ss m 

s«^^;niosi ismis. aW *>* 4 ft* ‘'w^»f»-?{- i^ssw^Bse*! ^.ptuv&sm w-?fe3ssE{s4 

»fcow»J oftiy »vi coiSw »5>«ia» ©f ft# wfc *r» *05 fti* *«tep i«is m*ay *a^ 

snSas^iaipj' w?©*:*.’ AJJ a Iv; Besfess# 5fe.asi?wi5i*fe2ify sjiik 

%is®«ivy ttTtij na e^T ^systss SCSifi »«EMWiSrtd 

Vs^aeKA^dacil'lSAsra'-fft’svs^fc 


id 


fciJ t®Es2 SHi. ■'■%sjjJ.' 


£1^1 354* £g©' -• as?*# 


i Jrv,g", 


i-‘+-f U’41- 
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bi ClSjjfcar 25i>?. j IXBa sty 4;!‘:ani;;iflSc ib& 

gi!drfaas eiWs je‘.«^slsiraa l^^rfanc m-ilSd.Oesaa! Co»^- 11« 3X le^fled vhai hi* ^r>tl 
sra-'Rtas fet ij^ilxasAbn bccau^ CTUKs-^asGiat Mr. YciUa^^, is 

giiiiftiiiiyi.ttg £fe*iw se^jaiajij ^tsrisea, ■'li‘.'af.'^^,' ' ' ■ 

Appi5JKW5Sce^^ » jPStt' «S«a- Jhft fla-sis?'!ftspeca»>//. <«3ff ivf tf-tp 1)% 

1'tt5i5c«^s^^avlssTJSttf^ft^^M'ac^onciem^%!«i5£Mr-^- At/itt rS. 'T1« ' 

h!^^\w 'MssaJkU t'w. Gie scc-re «i«s & <jf ».es|«a4tei o.f tii? sig«> 

^si^- £>! tikey mfcd. oaons dwnt <»<? ^sf list I- fcJieciicftfcu Sffe UJ. A t 

^ siores, ^ ina£jsj^err> to?d the Vi* thas: titcy 'ftets atiawjHisijjE to lEfeRiiiy cuiisyTCajy i 3 »fe> 
titfiy wuey^J j^isfcsiiia^ JJst 1 Ghirajaai f^oitvvc«s fb:»“ iliUeU a*'’ find Sjsei to 
|a?V'Mtors!«aie£ 

Oft S<^5teri-»ljd* 19, ^O'f, Ivtf YtJtssg iwgy^stKl ftftRUadi ae-diikatidn tifli(«; 

i^i^£<a' 0 .icn tc the c&&o on the rasisiis^ion *nd il?« >acaras$ 01*213 stl 

lotadoa to ^/Ott UlesA'i PiliW. On Dwttsber 17, 2(m, ho’*3v«, da. fattasjt Sb^fw 
Qm» 0?£kf ’«« iiSJasd. &« AU 17. .>« 

Oe f-ftbcKW 5 ’ 'Sif 2(f0$. two iTls sn<J a Speuiai v>sJsftrf Ragp^tjjjJeiif H® 
i.-d>anffia Imje^sos to jSSSivcs' a ifoai Hod»^ 0fevs?s> ftr Divw&jsJii Pfttjercttfl 
l'‘feB^ej' ib? I^£A's At4iitf{hs3?icla {«itcr ??^irBcted l?*sp!>(ji £<€*'»2 tiKst be 

KcJtiid 3si>£ strife ls»d cfeBiia^sIg at &ss ate^ sjiepci;^^ looatk^ uiili] OEs‘t spprn^ the 
Stdi. 45. ''fbei.Jaaa'^F^t.i^feirajdiSuiC&AA'iVswIdrKsapp'isvetsi:^ 
mf4iSc4Sioc KijtS the iO FS^ht^ Id. 

X^'i-’mti the SJtet no Xisi I *t4K;r4Ui'«l^ ss'ete 

>;ei.<ig aos^ ia'iis, O^e of the Qls 

-n^-O £»T ^ £?= t *EN abates --r ^ 
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lv», AU'^ l7.^ '§e£igse'3^.je^KBf.'^'(S'^:^'aii®!S('j'^Sfe<t^ k!»<^3«i, ill 

iidissd -^5 ''''v''-'4';'-'''^':'-:-''\-''./ 

Mx. Ys^ig Si»& t^WKOn ‘ot;Wist«i. b®;aSK© 

^-1 bs4 ds^ t^ss^- to |jJw!«^rics^. ^hea^ for * issf^iltaat Pi ».5ifs4 m 

fj^xa to l^i^33sd«3;d'« cjjsi«ns^. T?v:^^-' ■■ Mt. V«ur^ j*sst?Sod &jsi ifes &4C;^i»sis -, 

leiteB thfc products sfeftHid b«pnin3^eS»«iy mymcS vO Stlfi iru^fc M. •‘k 27S- 
Ah psi$ of I1EA'« tfTvcaU^doo^ OAe of dift {ibumitd iho Ri£%pi^ifeie£;i's 

supfi’jrws c^ invffjfie? do>K.noiBn;i«g' stp of ui.*?! t ehumutt! pniio'^iB :ra*s, 

)nsi»«ir7 70&'i Jtf? 204?*. Tf, lx ] ^*>>71 Acoadkg in ’^f. ipvoirssa ftofii csw 

■■&ttjij33iCT,'t2SS KftsaaMJtoM, R«Jij>6oAMtt piw-hwipd 5^i<5 'tjss&ftSO^'R^Jid' :AflttCfpi:(l»D.tAtel«^ ■■ 
cTiusiiXi ^^^tLottr' t5f’Ra|HJjV*ir,'a‘>8 tebifti cwtnO, I f-JS^Opinsko'sef Hispid AflUoiJ {12 
J5«tttes of Mirvl Twc- Wa>/ i(iO feto^ 

Way {43 wi3i«i^w«),?>45<5y4i?4:i<teof'Mis» fwo Hf^y<S ffiW«5 couKit)^ 

i7,2S0p&ck«i5 of Msx BriM7/3 ? w.'syr;«5r»iHi5? 

CKiwaOi yttd i.'iiM' tottiM Oifl*J?5fl IftOs (ckf taid^t ^KUn*). .\I>) 4' 18 

The Cbv^idasaafisajso «*m5di»Ml W8i ievoififfif k hisi ftwct of 

&K^a5d«Bt’s'S!ypbiiei!5. 3 k^-s«? t'sei <»? Ad? 27, 2iM5^, 

cx;tmr)i £h»swKfCld&.V, 

Kis^mksS iWTcb^^- ijioe» tolrks Ep{»&ia? ^41 MsSw^cotictX is vfe^ 




£'-$p¥-"i|5g '^ . J - -T3^ 
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53.'^ •:':\;;^.-:i:'V'.;:;.,v'' 

K^bbisi. AoEcsrdaig r* »?i,e ^js^tt. wife' 4 ust isg. { 

wSiUiistSifc sr-aflssstioKS sm ssEtidck^phi^^it'iae ^3>diiCis 

Jtstta I>jf a^Kss^ias-^ 97 T^iie^sisi c(>ijvvsMih» siijass tiaR9c.esi iacnisiy 2 SG 3 . .®!d 

Ho^ft-a'ibei- 2iKJ^, Bs^, ‘K%-aC :i2,-: x’be ji^avjt^jgilia' 3cat$^* ijifS te 

pffidc^ fiJs^-KiSCBt sci 6 17^71 hoKlfix, e^hccj*sfefefeg$i; j4t;,iefefa^,34^2ppaj^^j^^^^ 
ratdi a^^JKa^^a^^^ 3ijt sf txqj^nistioa piysauctet. .%# trf tJiij k»tt!tt 3 'hMii' 

a total «5f 3 ,d36, ^ t;^|c« ibc p«dKtU iala soKisi taf i47,J 2KJ 

Kisfsoadcot alaft jaliS ro3l t^wfinfence «ia«s. l,^| tealis, sofliairt^ 3 ^:^ 

of M'as.Brwsd:.:^;> ii^ r«fa4ME**ariaC:. ibr a tjail af ' 

Usi^ ?hii dates, Mt. RohiKn caicutotcd each store”* 8 y«age awj^.y 
i«tslJ aaJjjs <jad ^^cmfotedtias to ^Sm ootriaJ c>sp«;ttft rstoil safes dSswjsMxi sJjsvie.' * Suit 
i *s, 1 3 ,, to Mp, Ru^xi^ ixrjg of tlie 97 jajSFjjss was ssUfag m^z tiic yjo??ml 

<i*jws«sd«.^1a6mg»s?ri,Sf^eSB^ iiatU. Xhtv^vt'ki^'ii^iTJ^fjx vvss 

aaaiag o^W 6K|»ec»csJ S2dc« yar^ge. M. Mt. Rcfcbas fix^kfeeJ tfea*. fe w^Am-a 

sales avs? 20 smm. &3Z^s<xms^ t^y thou* three linsea in & fejlHxst 

mi&Md ifj >haWik-0oym.'^ |s}-ci«>5ibj‘f ??? ai »ji 

» ■kh m xK- gfcsasa *««. bg-r^ " H. d» 5 d. 

AUjkJS. 

*' Mi Rot45w''s4i^sdavftoe>^a* ^ VH^v * -e? * ^ v< 

)^fcs5ri«K‘ei}4«i*ii&feiQ^tei^feg:^alssls-,W5la2'ef^«*43S4S- . 


-’.J v'd^,^;2Sc <■303: ti'> 'S?«e 


«5W ®©£ J Va 



PM", m f«*ia teisi cv« 2 s, ■i»f^i4 

saM '<!«« m^xsa^Mmsm,tmammsm^itm j« !i««ti»paa»sta " 

, at U5.' 

Mf. j?ahei,i atfSw^ teij}iKaaiiis(M.« om po«tKs fan®. a«,„a 
tenrsts^ sfaKisu *M>as «t <wifeBjy tmvKiaxs afatej « M ,l«sjidtos K> Mr- «.«£, 
«K tsiOTraasKW stt» .wsEs ixm skcpjws prf s-ea. if t«aiR.,Sijw, 

tfihtiMm Jicra&«s wai® fcsfeg Sj; casKHaer? to »*« asthen sbt jsajjsja fBt 

fe KM to SiaoJ. thTM jraiHw smtm Sws » 5te» « a*. 55*^ 

Jl!»,Wr«»B«o«,ffb,ss)sfi5,iaj5s^^g,j^ ^ Mr.feKlhifoHto 

esjiSfcmai iSss a.fs!la it wnp jjoKibia tja* * ireiaftitr aniia .jutihase a stora's ajuis; 
«ot*hlv towamY, 411- amoMt tf pMitci waiKi saopS/ 4jf pasoi EKua*!i orase 

«*^:!«a£ M asteaafc «.(*!)«.» iitta»a»!B«ijfe4 Asjss &■ «/« snsd aaPrjMfier pates. 

4o *i>* la aP sliis issmtM. sday oodis epsqK Is iwaii or sss i j !» » pwswscr eteaijoai 
to |.>» ■ii!«itfflca!/vPKeftfaii!iisapfcGBam^ u . « )*.t7, Mt,Roi^«8*a» 
eojjBUrSesJ Jirar SispoiwIiOtf “^oqueaUp seSs oofistostifsi ep^ofinac ... is4 itiair'o 

5J5®s*>5pihii<ini!6 . , . praslBcK » liisas sau® to iWLtjKwHosfy swm orEoriaai 

rs'tra.i:isorBii4eiBs>jdfej>arjStoar5'isS5?«ife*ss2 rbsissisfisp^s.’' fd ar r? 

Mr. ysM^siBfaiatotfoaaffidspa-diMtoipwsirie bssis .jfMf, Rofct-iir'a 
Sadsa^ . Aceffifeg ts t*,,*®ag,*30|^e4iiacoB!s aKireriii* os»y d« SUS tiaj pmoS 
at«S55«e»6e«:aWJ#tf0!^Aji*ii»a3a4. aeep,E!4!,»,« 1 . Mr. Yniststurebcr 
J»rad •.<« ‘att so!^ aasmSsst «f mss srrrioci aiiojuai^j) arf vas mu o bj» 1 aat fasr •■? 

Sr ssiio4 &y Mr, 
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■Mf. V-eiins flso m Jfee monthly 

?;aLi 3 ysng* svf tcmbij^iea^^^rfee.as-ii^^S^sgdffes^tjd’Ku^. m c^v^KJiestce 
?v&. Yma^' sss^'^ 

StiSJH "ti»5 SMiSCS^ <:'-StC»t?'.30W.$‘:$j^fffi, ffuft CO^J^i e^BS&dltt.^ in 

•3?X53.” Bd?.. Y«u^ a)l£da35e3^*&5.ta«i»iiSias ^tl»e‘S^s^M5a! Assacisijistj of- 

C*san,^emeaij3 Ssojei! steals j^ifee t«d»sSryRejj«ft jfe?XGa>.'-S^By«7a5* >>t?t6i^4: 3<sld$ 
'i,$SO<»fcosJ^ /«i. jtf 3. Mr.Yetffi^t&isswentesdfiilaist 

^^fs&adenJ SJwdies ifWtTaue jticoaisy £aie>s of S 259 to $ '15G pis- s^jb per 

Hiis aMsausi k $ ^ 14 tiaies thm^ «^hnt KiDbin r<ncj 
a-ejJoxti^’^M Ms, YtH4x!i£fe«>/ia-^fftti?sJtlwsRi«poft!fc>tt*ajw»er«g«?v«r3Ra^^ 
isomtslnakfa ■spiwrdri^ic prodocte "^ik w^ttam fb« ftcsrm® fo? w*fe»ao of tacsfe pfodix-ts to 
atofcA x»e &y>iR«*K;«d in H yacri tkes M's isavB lw»^ 

4i 4, 

M 30jipo?{ of his a3W#vrt, Mx. Votm^etisc smte’^ttoi inan ^ 

f!s cheankai ieAcs fiwi Ss^wsobss: 2003 shro«^ A vgy$4 2{t04. ^ ^,sp 

Ejtb.20. A^di<Hilo^spiBadsJ7«^a«sporu}cnl%^^ SS^fJSJinfysU 

ol>;cuocip?54aiissjMjrifo^«of54 ^OTK^serm^^ 59^^. Th^spjos&febsota^sra 
iG'fcteg ija^S^j»}«m4esrss*»a%'«aaie oeraes^afe, wtm S ?QS «l, aod 

i*.?4V4ilt.x«:f- ifee m'e.'mgc jeait iaOe p^s'.fioso. p,% loonsh, >1^ 

-aijffl .iad^-a^es ihsX s^es of tra^JittossI' bmiAia peftikxMs (skk 

asASvilAkw^ 

% 1 507 4!f #» *©t^ «f I ew3 m' m Ogt t 

t;h£jT}i.csl' ^Es^ Mr v'v'/':'^;'';:'''''-:^r'''''-'-^^ 


15 
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oescussiOH . 

at tfeft geijsciasts a fegisssiicn a> 

ffesiiMawaiistJ i^»jC£tj'^myfeftiai^^gsii^efrri«sl!^, . UjKscaififldu'^tJiKt^)!!? 
ts^seasa. . . , las tocMjOSte! kkb sea as usaikJ «sfef his leglttaawa s»i« SKtioa *2"! 
«f iiiis iiije smsaislmsM wi& the !**■!» inttres as ifctfflrmijwd uti*!!. ttsoh ssafos.” 2 i 
U-S.C, 5 saa<B:^:4J. 1« makiasi: iBjs ttetcoBaiktiW!, Cttjgre®. mtKitei «« J Mmisii* *e 
fo^l^wrtisg Sisitc^ 

Sy tiie 4 flipli 84 «j£ dteve ta>rimiis rfr/essic^n trf 

Jmeo ijko crtJwr Jc^jsaroate islwsgajsii; 

(2) «»»|ii«w>rbyifeet4>p}is‘AiiJv^&hsiJi^{ca<>te aiMioissJ 

■isi-IVj ■■.■":■■■■ 

0} *?ty ggiog^gyjcitKHiTOCiadof riiK ap^asgaptanSjgf ■ 

JSPVS fciatiRg to coetoJlkd nabsts&cuts nt v» chmaid^ ooaaiM 

(4) say f««; e»per:?nf-5 o^•i« jg^pJksK! ta |t» 

4btal>«uw of olMimeds; and 

(3) sa^ CTtfiflc Siciors an? rcbv5«r aad wwHiijtOBS wjih th* swib'^c 

iaalSi oai »afatj'. 

“Biaas fiistors an; ocJtsiieBd: fci dar. d^^ancHve.'* May, 1'H S i 1 ?S, 

3^ ^3005), r j;vjv 2uly «« my ocea 4i a<.:ita:«»awort .of feKc j?. imay |!;ive e*u;-t: 

^ I iimsi s rssgisisafkyt £lsoy I4 be. 


sevoked ?sf sE i^piie8^i?a> fe: diaiiea. Sss, e.s 

Sfffrr, 71 M FS (1,?^). 

Mrji®^v^-, ( of die ii&kxM v. 

1-29 F.-3d -^3 4i2 ?J^-M5;-17;4474 (0 vC. C'^-. 




1%'®S Btt^:^'::': 


£jpt 


'^4' t km. 
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^ im. ns 


fft.t- li. €j? 5 . 5 ^ 1 ^ 


r'4'05. My axifilyn^ <itf 18# mUfe.cawsso^i^'iiS^t ta3!'c{JK;cm fM RrffKj.-yS. sfs 

^actei" 0 «'S‘- fJSfsjCitvfc CaiiiliwU 

1 seJa!o-MscSg»iM.R«5g<55S^?|»iiW*fe^ sc^X'icj-agsaiisx ibt Utet ot 

lisaw shaakuM. AtrM»=»»r&«eFBiiesi!ii6B«ffi,sj!oti«K^^ ,^Jjjh 

<i.vm;ea .fell r».n!»,/HW^A5WiiiK!}-iem.d,«ffiwdd»tyi3Hi« 

Railiasifcsal docs ni^E inajiffisa jsMfefiti y* aoatKib egubfli div«3i<m 

r<ii! licoOTWiisnftii audit Sjanif (iai w o of Sie (•otlBets eoM by Siosisimfent had 
<n®r«| 5 esi; (Si* oihst jKSifocs hut! i .theasji*. As ite A« autoi. iJa: Dls ci»ii * aeo 
cSNsnisg ravBBtuty fer cs* jaoduit Siactnise Raspeintetn dM tm h«n m iiweat»r« 

Uiios a*M 0 epca»« mvenstiy *£! iwjit jp. «, o,«baKaii E w fi®;; 4 scajatosivi Ssai 
»■»<!« Stt ]h !!4 oKtte txsitaiiMg dsK orr/!* audit period. I ;m«. hawwa, m m 
Youas; *«tM5«d: tfe !« Jtai hk cjtipioytat p, i*t. .jp-c,*,, asd to/ tot, oat« 

up waifidvexs^v^i. Tf.2S7-?S 

'.hi OH afM ibiuvd to tw was obonagt of 7.6 y.a, b,*.;, ^ j 
TMs Js eaj»a»Slj- secant hsauje to saaSt co wrrt fey , ,1,0^ patoti of Saat 

fivo waib), a; « to/ R«po,«aa. ^ ptotot t« oo 

toboiifeoa dtdc of fe «stopc«,d. a»yn,r«,a of ^ 

tffiAs-TOiuarfto storage.- 

f fcatoi Eofe to rnatimmiiy riiwriifag triRfto too tws .fa-assfa-y ta fe wks, 
Tte « J s« Oba, th,« 

l*te®<atvvc.,,,fe>toa:a*S feALIstaz. S».5^£&t;,to«;vw, »«*«»£ 
*te4 
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'M, ial SB f«! KatEif-amasaSif 4o«.,gt» 

»ra-,.„si ur SnvfflKsy, if sr.>-,t|sa«ss oa SKnscla ! o.^ !f ss{,„^>. -j 

*». KK maimta aiao,* ,«.«;* 4^ioa. fi,;, &«,» ,« 

Wrtu saa a.-4>5tri!,*o w.,arr.-a!i ■aa,.aaM»s .^ia wj,„bi „: Ktatij. 

T«« - OMas>»aw> »«!, Aps,&ai>fe S«s Uwj 

t !» jWisfi* Jscrs 4aas<«!*!B.t!!s ms JtspccAa OMcui jittts sfwrai rfulattoas .jf 
fcd«alto«a«i..*paa»8a. Fa«,tofctf W!.S«^Wffi,»aJteIjaa£fewrafe 
Suta !i» ! 3!f Owsai Ctoun (suiMog, waith wis its acgisMswi loeafep, » Ha jjse 
Co«rai Caan buildiai, wisSsm oawiai,^ aoro DE/l rSis afiwn viefemd 31 

ttie § «2Jfe) and 2r CFR 13iKi.'ii(s). 

Tti* Al,! aLno fettod Sai E<ap>otte viatoiaS Zi CFRI3 !O,0^Cs), fey stoting UaJ 
«fc««as! seojsfa «:& ». flU: « 23. 

Tim fCttiii dues Eaj, tewevK, .k^jp. iK* arufing, uauie 21 CFR 131 i>,tM<e) j^uiia 
Stas Kfcatlia 'ec »*!,iiaiiKd "at toe issjulsisd pwseo's jila* »f basiMss u*ot tix 
awwtioa sKXBioiJ Si, use lawidoo only la seoarfs vsijidi (caa i» asmiiotwi 

wahras era nmjix 

nsraijousttd » 18 S a nsguJiiiai pejsoB koep s satcesd of “t sepilaseti Baassisiiia “ Jtf. 5 
1 3 1 0/1 J(s) -jja; jspdBtwB wssbli* liss Usa areslsHt! SSB- caaaatiSM in esjesKaaeo., 
ejisedune pMsdsitsEs bttv.fcga tahoiessla dtaitastiaGss is eae SiiognssB, ^ 
!3!C‘,()4(»)(iiXnJ;«a;w£lQis,peaiemMeMHRiB>i»!!>«ijKaaK0^ 
u Kg .i.U-2g 7, g I’v vid4 30^t,3llij(i9?Sii{5ifepfeagGceSEs-ss3EG th's-s'-o^d 
fcr3e£ss*‘sd£d ^^ffSaGdoKT sssiacbjsasisaggfbefhiiigpfGtMiesdbsdstteiSr, 

*tiSiJiaiaJOfsK 


SUJ S4reA-.?i3 43? -SC0 


t 3€»ij 
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«*4 4 «tata, i «k Ja..-: 

fOK. ,v» W 

1>.2(»J. s«p™*a,,.«cte«a «a I*,te 

«-faSfl«. <lS«*tat-ydRS5itorite^^^ ^ 


csf. dkjws Aot. Ctowstvw’ »ya ' 'i ^ ■ « » - ■ 

* « -fejs, iTOwevw, tJ^a Jha ims nitTesb<?ki beceiias . <i«. 

4SJiS«»M,»ai» «*Wa«g ?5«8. *!*«Ma»M: ilK 
w*-. S*,!i 23 , (,i 6 cat» SMpsjdj«t.„ vs® a^, *« }«0 tstetesaMerito: 


IH»<W <W!V! ti» «««b, tte d0,« 






. »aau<uk/tu.k vuivKiusctOi; 


DEA »#lto-,5£s. r.„,l„j th, F«.n*,^ 2CO« v«iL is« DJj a aajfey 
MMcBHg rw a«ea wi J v**i*i <..f«®il>iia&» .*l»4rf)K jiKriM®,a«a«P<.laJr«‘!; 
r,ei.,a.« F*« s«wriB«^ feT«»d«a:A t^toamF-iks ftcffiiy was aat „ 

Rgtesl M.E. tewtfMft *«,** of to to » ihs i«aa« viotwd 2 i, U.S.C. 

yiofatf*- s jfat tovras fcesft sirnjd ,».a a 

3-»sv« i»apoo4eu. cffiasiM »4.J^ »J.rf«HaiS(»t-fc CSA’smnssLs, J 

a.W.>fc Uaj 5 issp,;«.t„, , ^ wte fohsy j.,*. s,sj.po,« . «,, *« 

Ks i-owasai sgi^siitm -am;a teiaofltewm 




SI. ''>^'> 


- - - , - _ ,- I-? /, ■ ; 

- £f^> r 


r»|Si 3 ,^ I U'-JOf ■; 
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Fsaer TVii* Cgmmimt 

Tte «i:£*aMn.-aoa =» ««kj, „ ,ay «.p„Tv,e. Ji« 

S«<. M-a.*jai ^S m ,Mb-» te «!b<i or lia^j 

I !s,^ 

'sgbtmttae 'asstsV. ao! l« aiejsiB-sBai! ife ^bj:- iisjaesj, 

»»<9«r Fswr . l»a« Msptrt4o« ia mrnbaslnn Lfe«i CiwmiaaSj 

I« is -uoaiSipiifed that RKjtoii-tej! iiB3 dianluKM la: I ohBi!,«3 protets fx 

atwslytwa. ?te«!qKrtta»B, t>y saswi.! pfife 

CSA, ffi w)J as ti» .;,»h3i;ty of KttpoKfeta oj pnyvjgc w. twc-tna ««K.!«smg on,, 
SWteis. s*»»,ar, as tfasoribosl .:»te- btia*, i, a,s,ato(ia; «««„«! „ 

!» raorf Msbtbhia# lSu,t Raratadafs .t»>duos have djvatod, AewttStagfc Am 

«»'fi,pjsj$s s afltSsg ,fe« ges^ta;., ecateil R«isu«im ■„ tBftjBsislea: 

wMi the tofwwL 

^ 

Ml.!. kkkB r,«! s».aHisii>a ~ mi d* KiaatMaij aesny ptmitixnis - ftat ««« is » 
.TO ««», fc saft. b/s«am «a. i,a«tK«l tfe I d.«*ag prattete by 
rasites sad th. *va«* „, ■.!.«£ (te ttite, „f 

a«!toia!|t}ijiaE,lHj8, fe, t'lmieT, n FK 39MS. 3a« (2(K)Si; Jesy 

i«-s¥v-®, 7sa FS ?.as6..'«ss7<2aia); rm-Disnibrn, n m it/», sme 

\2IXi-. top«i_ ^ iKted rsfiesly ia «£a ravsh/c-l a Ti«a.iTi« 

»«»d diStotwo, Bf Usf thnstea, "l!((»90pas®i af si*«iaK „„<, pK.ade»9!,stew 
hams ,».!<* [ia Tceacsissl snaatSiaare »stoiijilhi*BiMBe was swisig oMsjp.fe ijur;. 

coiiv^6fics.?iiOfcif.“'70F&aii:^-Q, ■ ■■.. 


PI. 


S8g I XX 
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; iqrtsfY 5 « .tr-. 




D«it- itf t^rgegSf^ 


u!k!^^:hs m mpt f^, ^Tis'tK ta^i^j&diei^jORy hi a DE-'^. ^p*-.jsi 
«s^ithi3t^n$ tfejl TerBK;«i;35>4j3a^ 'i>ata>sssirs^ l«i¥>!- 

!4»>a:3f,iaei. iff Lwt $ fnsas ssa^-Sl^- sn- s<ajimw a?-<j c**s,vrM'K)ci‘ 

Ti, ^ 1.2. eis^feec- *!i!K.-^ ?yp^fs. 

»?iaU e¥»yyi'sh.ij««'ts. 


MsKiw, B,<sp(ail<at’s i6d»S.it 30, viSti, min. a <smpi!t.sku! of its alee of List i 
rfKioiMi Jiaduca Jbi !« palae Soptiisarf imi tiarangH Aigiw JCKM. ojiafcaste tftys 
M ofte salet vmts nfKa-staiSiTOj piaJatK jochidfeg fe* o{»««t 


;Miai:(asia»* who hivosw^-aM »«»•,-« k«te'sft£«fti^ (ssosbk OielristAiwtb 

haw|ieijB5Bay1)o»S«>totoinesd2!OTsofr:»ats!tTreffi«Umiph'iKioJl)*l!ii» P' 

Rtfspoctot-'E SiMeit ao ftt*« estahSisiias tes dsitos ihis pwissS , su rrarag * ette ft,.' 


sKS[<i,j>CTn)»at!5. 5«as S i»S.S!. wfsjch maiii W!si!!oi6aov«sage»(!iij a^esaffsttia, jiar 

owwh. BfSUSa, 


feaid “po.-M»5ii,i>-i!ieaffl«Siiv« .if Mr, ItebW#, lie Qweasaaafs 
Wpart wieMss w!w teaiKed siai! the laKiw t-x I.is t «Ii«nisjl pmfaB, ,,uj ^25, 
Stesaii aa this eviWeaot, tie AU rantw cjBc'WtfJ that ' RMjserdent joW <jii«s!t!»s« of 
Ust ! ih«.iiei*, to coavsKsMte Bores »« fe-rarerfaJ wtiss !is ,(.«! ctaSO awiiftWy 
he esfftWMl se- seU ta SogsttaisB s»sisaiiTO.''fft Tb: .aU jtes fejesEti Mj. Vsteig'a 
fflssaiai m Sira siwt-lsaras afflsjwit eiidUasim? Mr, RoSfeta’s ttsSiaoay as la a® 

K«wa!,aa;;»a«twfe«f«sa*fe«i«qd*to . 

stares. Aoa.-«hajfKite,»8«atf.«»am«gao 
tKh«« $ ass eaJ t m m jaore, jjo tamia, ao wraij,i Oxs "U S » i <» siou,® gEostej 
tUaKWfegg?Stj,l???{rr;^lfefe£gfs-* • 
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■■ S*>'HKifc1iS®M a^USeUIMlQTVWaS 

fiMM' iSar a«y9esfeaBB8*a^iS«waessttStf.|rf®e3K££Sifei^i&,-5^^, a-fe mxWpLa^ 


;•• ;• ".As ^aes pttirfcats-canxsjQt la.¥''ful;v 

f3S£fe^K4 snd -‘ao-« «if saJ^ 

•' Mo.^V’SV prtxinst? 

p€S5u4oig3feMiij^ oaSy df coid R3«'W3iik?s^' ' ' 

S^eb^itele-at lEsia |?Po«^iKei$ na 4i«td>9o^ e^xi^iislid!^ Sss ^ir4:"is?iX|p& sjt.'ss'-tt^-^ieyijisa' 

jafihid® j»e*rdosp^tfriKr. Itharsfcwr-TOlji k-tr. &g&hln’st eKpfs? 
las&iway as ro ^ ittaroiai «s£pw:rt*ai wsk* r«3@cd of %K5dx o^^fiirlas csiiVitewTiins sai 
pseiaJoepfeo^fKK prc^ducte fa tvwt^-ttsdh^tonaj retail^ 

Ml*. '/* CTumjj aisri &nAii«Asea Uvt fftsiyai bar«s #«>r Mr Robb??}'* rfcaf >vfl«; 

5>4Sdd -3a -ixsi* &trp}}rted » !>«• latwr by Of A. Aoc<«n]^ 22 £ to Mr <ii»bbb's «£ftde.*sT, tSw 
tUtficg#! a\B»- n^vn speri?“ic tw Rjsspcflda*! v«io bu^jsi «a '’a iw .-iuijp^kiat » the DEa try T. 
Y jy^sftg oi BCl Mrt»Wwite dntHii fro* ws^oicua e ^7 ••■X}ftycais»3& nons? «; 

'i cmuft^ffloc,'* w%*jch ct>ver<>ii lite ptsiiM fl-«rt Jmisvfy 27. i^X f&tt'^sssk HavKsAer vt2,, 
■?.&14 Oovt- “70, *r Mt- Fxa'a&t'i'tyrKjeisTaTtKthiltj'iC'S'dlisrti'.siwcfefaa^ 
iBffitttaesidtt fewsUs^lc;? fevoisc 42a«> ssesoi ttsane. li'prixducx il*«y^aa ?asjS num&er of yswcsr 
-Mr. Y<3G/^jme<<s,hoW5W,ti!«a;ftas»jppSiail>BA. 

SeeaasOi^ sbsia Aogtai 2904s.'' ^ t&dU oate *‘w&s foe MS <iny% tmi for e&5 o»&^ ih« 

s'-saS jKC<ysa »er viced fisictnist^d) s«c sm -a bardf aatt fissj 97 «f?*ra i« 

by-Mj. Mu^huX.^ Res^'Bidj.' 

Th® AI .1 <d«i «TO» Mr. Rok-fcia's ctecis^itos makfw 

*}isai !hst fev- sti4-r«vi»»yv "dseaes^lfyvs^^ba-r cu&er ckte jMevixfo^ bte b;? 

’i?xa a^mft m& r-^idcassfe ^se skt-^' 

K-Mv-:M<}mr r^Ssft^ ^ ^ Me. 4o€m!eiia£? s^^d^scc’ vcu^fj:> it^y i^si 

n • 


;£0 ^=4^' rr-’>o 




*-s/ - '-•>iS-'>j ; 
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Not Your Average Pot Proponent 

SANTA CRUZ, Calif., May 24, 2004 

(AP) What do you do when you sue U.S. Attorney General John Ashcroft and win? Fifty-one-year-old Valerie Corral, a 
sinewy 5-foot tall great-granddaughter of Italian immigrants, throws back her head laughing, her hands reaching to the 
clouds, hips wiggling, feet stomping. 

"It's my happy dance!" she says, throwing her arms around her husband Mike. 

She has also planted an acre of marijuana. 

The decision that lets the crop remain is just one round in a long legal battle. 

Last month, a federal judge in San Jose issued a preliminary injunction banning the Justice Department, including 
the Drug Enforcement Administration , from interfering with the Corrals' pot garden, set above an ocean bluff near 
Davenport, about an hour south of San Francisco. The injunction gives the judge time to reconsider his earlier 
decision to allow the garden to be uprooted. 

Still, the Corrals call the injunction a victory. 

They share their harvest through the first legally recognized, nonprofit medical marijuana club in America, which they 
founded in 1993. The club has about 250 seriously ill members who have prescriptions from their doctors to use 
marijuana to alleviate their suffering, increase their appetites and control their seizures. The marijuana is free. 

The San Jose ruling is one of a number challenging federa restrictions on medical marijuana, which has consistently 
won support in national opinion polls since 1995 but has had a mixed record in state ballot measures. 

This summer, the U.S. Supreme Court is expected to decide whether to hear another case that could undo or affirm 
the Corrals' right to grow pot — granted by state and local regulations, but denied by federal law. A second case in 
federal court in San Francisco — in which other medicinal-use growers seek to reclaim seized marijuana — could 
also affect the couple. 

The Justice Department refused comment. 

For now, the Corrals are the only people in the United States growing marijuana in their backyard backed by state 
law, a local ordinance and a federal judge's injunction. And Valerie Corral has become a heroine to proponents of 
medical marijuana. 

"This could be the moment of the beginning of the end of this insane war against the sick," said Bruce Mirken of the 
Washington D.C. -based advocacy group Marijuana Policy Project "And while the DEA and the Justice Department 
characterize Valerie as a common drug dealer, all you have to do Is spend two minutes with her to know that's a lie." 

During the past three decades, while sharing marijuana witn sick people. Corral has watched — and in many cases 
held — 140 friends, ranging in age from 7 to 96, as they died of cancer, AIDS and other illnesses. 

"It is the greatest honor to be asked by a person who is dying to sit with them," she said. 

Reflection on those deaths has given her strength, she said — while battling the government, when federal agents 
pointed a rifle at her head, and when her motives have been called into question. 

"John Ashcroft is not someone I would have chosen to tangle with, but I think of him, and George Bush, as lost souls," 
she said. "When I look at them, I think about how they are just people, ... and that makes them less fearsome. 
Ultimately we all make the same journey, and ultimately I hope they make theirs In peace." 

In fact, Corral's compassion is grudgingly respected at the DEA's San Francisco office. 

"I'm personally impressed with her desire to help deathly ill people," said spokesman Richard Meyer. "It's just that she 
makes It look like the way to help sick and dying people Is to give them marijuana. And that's not the case. 

"There's hundreds of ways to help these people. The DEA has a lot of compassion for those people who are sick and 
dying, but I think there are many, many ways to help them without giving them marijuana." 
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At DEA headquarters, authorities said the issue has nothing to do with Vaierie Corrai or compassion. 

"This may be personal to her, but it's not personal to the DEA," said the agency's Will Glaspy in Washington, D.C. 

"The DEA's job is to enforce the Controlled Substance Act. Congress passed the laws and charged us with enforcing 

them. She is attempting to use the court system to get what she wants." 

Valerie Corral's path to becoming a medical marijuana advocate began 31 years ago, the day a small airplane 
swooped low and buzzed a Volkswagen she was riding in through the Nevada desert. The car went out of control and 
was sent skidding, rolling and bouncing 365 feet through the dust, brush and rocks. 

Corral's slight body was flung against the roof and doors, causing brain damage, epilepsy, and a lifetime of staggering 
migraines. She took prescription drugs but still suffered convulsions, shaking and grand mal seizures. 

Then one day, Mike handed her a medical journal article that showed marijuana controlled seizures in mice. Since 

then, for 30 years, Valerie Corral says she has maintained a steady level of marijuana in her system. 

Her legal challenges began in 1 992, when the local sheriff arrested her for growing five marijuana plants. With Mike, 
she challenged the law, using the defense of necessity. 

Prosecutors dismissed the case, saying they didn't think they could win before a sympathetic jury in liberal Santa 
Cruz. When the sheriff arrested the Corrals again in 1993, the district attorney said he had no intention of ever 
prosecuting them and told police to leave them alone. 

A few years later, the Corrals helped draft California's landmark Compassionate Use Act, approved by voters in 1996, 
that allows patients with a doctor's recommendation to use marijuana. Similar laws in Alaska, Arizona, Colorado, 
Hawaii, Maine, Nevada, Oregon and Washington allow the infirm to receive, possess, grow or smoke marijuana for 
medical purposes without fear of state prosecution. 

But the law did not provide complete protection from arrest 

While local authorities worked with the Corrals to protect them against theft and coordinate distribution, federal agents 
continued to assert that growing, using and distributing marijuana was illegal. To provide legal protection, the city of 
Santa Cruz deputized the Corrals in 2000 to function as medical marijuana providers. 

But in September 2002, federal agents raided the Corrals' farm — just weeks before their annual harvest — taking the 
couple to jail and pulling up more than 150 plants. 

The Corrals were never charged, but the raid prompted them to begin a legal challenge to the federal ban, aided by a 
team of attorneys including Santa Clara University iaw professor Gerald Ueimen and advocates at the Drug 
Policy Alliance , a non-profit Washington D.C. -based organization. 

This is the case in which the San Jose judge recently ruled in their favor. 

"Representing Valerie Corral, for me, is like representing Mother Teresa," said Uelmen, a constitutional law expert, 
calling her "one of the most compassionate people I've ever met." 

And one who has led a movement to a new high. 
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